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Applicant hereby requests reconsideration of the decision of the United States 
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Revival of an Application for Patent Abandoned Unintentionally Under 37 CFR 1 .137(b), 
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months. Please charge our Deposit Account No. 19-0733 a fee of $195.00 for a two 
month extension by a small entity. It is believed that no fee is required for filing the 
renewed petition. If this fee calculation is incorrect, please charge the correct fee. 
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Basis for Renewed Petition 

Applicant requests reconsideration on the basis that the facts before the PTO as 
provided in the first petition were incomplete, which apparently resulted in the false 
impression that the application had been intentionally abandoned on behalf of Applicant. 
Applicant asserts that the application was in fact unintentionally abandoned because: (1) 
Applicant did not intend to abandon the application; (2) Applicant is the rightful and sole 
owner of the application as determined by the UK Patent Office; (3) Applicant did not 
authorize any agent to abandon the application; (4) the agent who did abandon the 
application, Mr. Mark Lunt, was not acting on Applicant's behalf; and (5) in abandoning 
the application, Mr. Lunt acted on behalf of Bradford Hospital NHS Trust ("Bradford"), 
who at the time considered itself the owner of the application and controlled Mr. Lunt's 
actions. 

Key to understanding the actions and intent of the parties associated with the 
subject application is the fact that Bradford had no ownership interest in the application. 
On January 21, 2001 , just prior to Applicant's filing of the first petition to revive, the UK 
Patent Office concluded an entitlement proceeding which held that Applicant was the 
rightful and sole owner of the PCT application. This fact was not brought to the attention 
of the PTO in the first petition. At the time of abandonment, however, Bradford and Mr. 
Lunt regarded Bradford, not Applicant, as owner of the application. Mr. Lunt had 
previously obtained Applicant's signature on a power of attorney, in his view, as a mere 
formality required by U.S. law to file a PCT application designating the U.S. Thereafter, 
neither Mr. Lunt nor Bradford consulted with Applicant regarding any decision involved ^ 
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in prosecuting or abandoning the application, completely disregarding Applicant's known 
wishes to fully prosecute the application. 

Mr. Lunt abandoned the application in response to specific instructions from 
Bradford and without consulting Applicant, who only discovered the abandonment after 
the fact. Thus, the abandonment of the application by Mr. Lunt merely reflected the 
intention of a party who did not own the application. The abandonment by Mr. Lunt was 
unintentional with respect to Applicant, who was the actual owner. Mr. Lunt was not 
acting as Applicant's agent at the time of abandonment. 

New declarations are hereby enclosed from Thirumani Sabanathan, the Applicant, 
and Mark Lunt, the European Patent Attomey who filed and abandoned the PCT 
application. These declarations are more factually complete than the declarations filed 
with the first petition. Twelve exhibits are enclosed which are referenced in the 
declaration of Mrs. Sabanathan and three further exhibits which are referenced in the 
declaration of Mark Lunt. For your convenience, a Table of Exhibits is also enclosed. 

Summary of the Relevamt Facts 

The following key facts are established by the enclosed documents. 

Mrs. Sabanathan was emotionally devastated by the unexpected death of her 
husband, the inventor, Sabaratnam Sabanathan. Mrs. Sabanathan regarded her late 
husband's patent application as his legacy. See, e.g., Exhibit 5, wherein Susan Clark, 
Mrs. Sabanathan's solicitor, states: "Mrs. Sabanathan would however wish to see the 
title of the invention . . . bearing her husband's name . . . ." See also Exhibit 6, wherein 



Ms. Clark states: . . the device itself will as far as it is within the Trust's power to 
procure, be known as 'Sabanathan's Lung Obdurator/" 

Ownership of the patent was disputed even before an application was filed. 
However, Bradford assumed the role as applicant, engaged Mr. Lunt as patent attorney, 
and took charge of prosecution. Prosecution began by filing a UK patent application on 
April 30, 1997. Bradford at first communicated with Mrs. Sabanathan only through a 
fiiend of her deceased husband. Dr. John Richardson. As a result of Dr: Richardson's 
intervention, an informal agreement was worked out, expressed in a letter of October 27, 
1997 (Exhibit 4), whereby Bradford agreed to fund prosecution of the application in 
exchange for sharing royalties with Mrs. Sabanathan. Nothing in that agreement 
authorized Bradford to abandon the application. 

Mrs. Sabanathan had no personal knowledge of patents and eventually obtained 
representation from a solicitor, Susan Clark, who was not a patent attomey. Mrs. 
Sabanathan insisted, through Ms. Clark, that Bradford keep her informed of the progress 
of prosecution, which Bradford failed to do. See Exhibit 5, wherein Ms. Clark states: 
"Mrs. Sabanathan is disappointed that no fiirther consultation has taken place with her in 
relation to the British patent . . See also Exhibit 6: "The release to you of the Power of 
Attomey is obviously on the assumption that the agreement between the parties is as set 
out in the attached letter, that you keep us updated on a regular basis of the progress of 
the patents and any further development of the invention . . . See also Declaration of 
Thirumani Sabanathan, paragraph 9. Again, Mrs. Sabanathan did not authorize Bradford 
to abandon the application. 



Mrs. Sabanathan signed a power of attorney (Exhibit 7) permitting Mark Lunt to 
file the PCT appHcation. Mr. Lunt considered this a mere formality arising out of the 
U.S. requirement that the inventor sign as applicant. See Exhibit A, wherein Mr. Lunt 
states of the power of attorney: "It requires signature by Mrs. Sabanathan on the basis 
that she is an applicant for the invention for the United States, where it is a legal 
requirement that the applicant be the inventor or his heir if he is deceased." See also 
Declaration of Mark Lunt, paragraphs 6 and 8. Mr. Lunt believed that Bradford owned 
the invention and the application. paragraph 3. Mr. Lunt also considered Bradford as 
his client, not Mrs. Sabanathan. Mr. Lunt was paid by Bradford, carried out instructions 
given to him by Bradford, and never even spoke to Mrs. Sabanathan. Id, paragraphs 8- 
10. 

In October of 1999, as the deadline for filing a U.S. national phase application 
(October 30, 1999) was approaching, Bradford was contacted by Sally Whittle, who was 
Formalities Manager at Mr. Lunt's firm. See Exhibit B, letter of Sally Whittle to Dr. 
Dugdale dated October 4, 1999. A few days later Dr. Dugdale of Bradford instructed Mr. 
Lunt by telephone, and again by letter on October 8, 1999, not to proceed with the 
national phase filing. See Exhibit B. Mr. Lunt responded on October 14, 1999 that he 
would not take any action to keep the application alive. He stated, "We will not take any 
action positively to abandon them, in the unlikely event that the family of Dr. Sabanathan 
wants to take over the applications." See Exhibit B. However, Mr. Lunt did not inform 
Mrs. Sabanathan of the upcoming deadline. See Declaration of Mark Lunt, paragraph 9. 
Mrs. Sabanathan had no knowledge of the October 30, 1999 deadline for filing the U.S. 



national phase application or that Mr. Lunt intended to allow that deadline to lapse on 
Bradford's behalf. See Declaration of Thirumani Sabanathan, paragraphs 12 and 13. 
Mrs. Sabanathan first learned of the deadline for filing the U.S. application in November 
of 1999 when she was contacted by Mr. Hanson Gifford, President of The Foundry LLC, 
who was seeking to acquire rights to the invention. 

Relevant Case Law 

Futures Technology Ltd, v. Quigg, 7 USPQ2d 1588 (E.D. Va 1988), is practically 
a blueprint for handling the present case. In Futures Technology^ a patent application 
was abandoned by its legal owner contrary to a contractual agreement with the equitable 
owner. Due to an ongoing dispute between the legal and equitable owners of the 
appUcation, the legal owner did not inform the equitable owner that it was allowing the 
patent to become abandoned. The court ruled that, under those circumstances, the 
application had been both unintentionally and unavoidably abandoned. 

In the present case, Bradford has played a role which is higly analogous to that of 
the legal owner in Futures Technology, while Applicant's role is comparable to that of 
the equitable owner. The agreement between Bradford and Applicant required Bradford 
to fund and prosecute the application in exchange for a share of royalties; in Futures 
Technology, a contract required the legal owner to prosecute the application and share 
royalties with the equitable owner. Bradford's abandonment of the U.S. national phase 
application without informing Applicant is analogous to the abandonment by the legal 
owner in Futures Technology without informing the equitable owner. The court in 



Futures Techonolgy held that the abandonment by the legal owner was unintentional (and 
even unavoidable) with respect to the equitable owner. And in this case, the 
abandonment by Bradford should be held to be unintentional with respect to Applicant. 

In re Application ofG, 1 1 USPQ2d 1378 (Comm'r Pats. 1989), was cited as 
support for the PTO response to Applicant's first petition. However, that case was based 
on facts which are quite different from the present case. In In re Application of G, the 
application was abandoned because the applicant and the applicant's attorney could not 
distinguish over the cited prior art. The attomey allowed the application to become 
abandoned with the authorization of the applicant. Subsequent to abandonment, an 
approach was realized to distinguish the claimed invention from the prior art, and a 
petition was filed to revive the application based on unintentional abandonment. The 
court held that the act of abandonment had resulted from a deliberate decision on part of 
the applicant and the applicant's attomey, and therefore was intentional. 

In the present case, however, no decision to abandon was made by Applicant or 
any authorized agent of Applicant. Mr. Lunt abandoned the application, acting on behalf 
of Bradford, contrary to the known desire of Applicant to prosecute the application , and 
without any consultation with Applicant. 



For the above reasons. Applicant respectfully requests the revival and examination 
of the present application. 



Respectfully submitted, 



Date: September 24, 2001 



Banner & Witcoff, Ltd. 
1001 G Street, N.W., Eleventh Floor 
Washington, D.C. 20001-4597 
(202) 508-9100 



Nina L. Medlock 
Registration No. 29,673 



\ 
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EXCLUSIVE SUBSTITUTE POWER OF ATTORNEY 
AND EXCLUSIVE PROSECUTION HEREAFTER BY 
ASSIGNEE UNDER 37 C.F.R. §S L36, 3.71 AND 3.73 

The undersigned being the owner of all right, title and interest in the 
above-identified patent application, hereby revokes all previous powers of attorney in this 
case, if any, and hereby appoints the practitioners at Customer Number 22907 
individually and collectively its attorneys to prosecute this application and to transact all 
business in the Patent and Trademark Office in connection therewith, and with the 
resulting patent. 

I also authorize Banner & Witcoff, Ltd. to delete any attorney names/numbers no 
longer associated with Customer Number 22907 and to act and rely solely on instructions 



communicated from the person, attorney, firm or other organization sending instructions 
to Banner & Witcoff, Ltd. on behalf of the owner. 



I hereby certify that Emphasys Medical, Inc. at 2686 Middlefield Road, Suite A, 
Redwood City, California 94063, is the assignee of the entire right, title and interest in 
the patent application identified above by virtue of an assignment from the inventor to the 
aforesaid assignee, a copy of the assignment being attached. 

I have reviewed the documents in the chain of title of the patent application 
identified above, and to the best of my knowledge and belief, title is in the aforesaid 
assignee for which I am empowered to act in this matter. 

I declare further that all statements made herein of my own knowledge are true 
and that all statements made on information and belief are believed to be true; and further 
that these statements were made with the knowledge that willful false statements and the 
like so made are punishable by fine or imprisonment, or both, under Section 1001 of Title 
18 of the United States Code and that such willful false statements may jeopardize the 
validity of the application or any patent issuing thereon. 



Certificate Under 37 C.F.R. S3,73(b) 



EMPHASYS MEDICAL, INC. 



Date: Z3 




By: 




Name: Peter Chow 
Title: Director, IP 
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DECLARATION OF MARK LUNT 
IN SUPPORT OF PETITION UNDER 37 CFR l,137(b) 



1 . I, Mark Lunt, am a European Patent Attorney and a partner in the firm of Harrison 
Goddard Foote in the United Kingdom. Formerly, I was associated with the firm of 
Dibb Lupton Alsop, also in the United Kingdom. 

2. In early 1997, 1 was contacted by Dr. Sabaratnam Sabanathan regarding his 
invention of a new lung treatment device. At the time Dr. Sabanathan was engaged 
as a part-time Consultant Cardiothoracic Surgeon with Bradford Hospitals NHS 
Trust ("Bradford"). 

3. Following the initial contact, I met with Dr. Sabanathan at the Bradford Royal 
Infirmary on March 4, 1997 and again on April 3, 1997. Subsequently, I was 
retained by Bradford to file a patent application in the United Kingdom, 
Application No. 9708681.3 ("the UK application") for the Sabanathan device. 
Based on my understanding that Dr. Sabanathan's research activity had been 
supported by Bradford and had taken place within the scope of his employment, I 
considered Bradford to be the owner of the invention and application. 

4. I filed the UK application on April 30, 1997 and, in accordance with Bradford's 
instructions, named Dr. Sabanathan as the sole inventor. Bradford was the named 
applicant. Unbeknown to me at the time, Dr. Sabanathan had died suddenly on 
April 29,1997. 

5. On March 3, 1998, on Bradford's instructions, I filed an international application. 
International Patent Application No. PCT/GB98/00652 ("the PCX application"). 
The PCT application designated several countries for national phase filing, 
including the United States. 



6. 



Prior to filing the PCT application, I forwarded two Powers of Attorney to Bradford 
for use in connection with the PCT application. The first required signature on 
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July 25, 2001 



7. 



8. 



behalf of Bradford. I requested that Bradford obtain Mrs. Sabanathan's signature 
as Dr. Sabanathan's heir, on the second Power of Attorney. It was my opinion that 
Mrs. Sabanathan's signature was required in order to designate the United States in 
the PCT application. (See Exhibit A, Letter dated February 17, 1998 from Mark 
Lunt to Dr. R.E. Dugdale). The PCT application also named Mrs. Sabanathan as 
the applicant for the U.S., which I understood was required under U.S. law. 
Bradford was named as the applicant for all other countries. 

The deadline for filing a U.S. National Phase Application in this case was October 
30, 1999. However, before that date, Bradford advised me that it had decided not 
to proceed with the PCT application. (5ee Exhibit B, Letters dated October 8 1999 
from Dr. Dugdale to Mark Lunt and October 14, 1999 from Mark Lunt to Dr ' 
Dugdale). Accordingly, I allowed the PCT application to lapse without filing a 
U.S. National Phase Application. 

Throughout the prosecution of the UK application and the PCT application I 
regarded Bradford, not Mrs. Sabanathan, as my client, and I took instructions only 
from Bradford regarding prosecution of the applications. (See Exhibit C, Letters 
dated May 8, 1977 from Mark Lunt to Professor J. Richardson, May 18 1997 from 
David Jackson to Mark Lunt, and June 4, 1997 from David Jackson to Mark Lunt) 
I also invoiced and forwarded all bills for my legal services to Bradford for 
payment. Though Mrs. Sabanathan had executed a Power of Attorney with respect 
to the PGTaHJlication, I considered that Power of Attorney a mere formality that 
would allow Bradford to file a patent application in the United States if Bradford 
chose to do so. 

Following the filing of the PCT application, I had no further communication with 
Mrs. Sabanathan concerning prosecution of the patent applications. I never 
mformed Mrs. Sabanathan of the progress of either the UK application or the PCT 
application. Nor did I advise Mrs. Sabanathan of Bradford's decision to allow the 
PCT application to lapse. 

10. In allowing the PCT application to lapse, I acted on behalf of Bradford only, not 
Mrs. Sabanathan, and at Bradford's instruction. 

1 1 . 1 understand that willfiil false statements are punishable by fine or imprisonment or 
both under 18 U.S.C. § 1001 and may jeopardize the validity of the application or 
any patent issumg therefrom. All statements made herein of my own knowledge 
are true and all statements made on information and belief are believed to be true. 

Date: ^^^^^ 

Mark Lunt 



9. 
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Umg treatment device 



(57) An obturator for a bronchial tube or tubule of a human or animal lung compnses a blocking element (92) 
and a secunng element (90). The blocking element serves to seal the tube or tubule against the passage of 
fluid past the obturator when the obturator is disposed in a bronchial tube or tubule. The securing element 
serves to retain the blocking element in position. The blocking element compnses a substamidlly cylindrical 
plug of biocompatible, restlienthr defbnnable closed^l foamed plastks materiat such as PVC The securing 
element comprises a stent having barbs (98) to engage and retain the blocking element The stent also has 
anchors (100) to retain the stent in a bronchial tube or tubule. A deHvery device for the obturator is also 
disclosed. 
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1 

Lung Treatment Device 

The present invention relates to a device useful in the 
treatment of emphysema and other diseases or disorders of 
the human or animal lung* 

Emphysema is a disease of the lung caused primarily by 
prolonged smoking, although not exclusively thereby, it 
is an unrelentless, intractable and debilitating process. 
Emphysema is defined as an abnormal permanent enlargement 
of the air spaces distal to the terminal bronchioles, 
accompanied by destruction of their walls without obvious 
fibrosis. In this context, destruction means non- 
uniformity in the pattern of respiratory airspace 
enlargement; orderly appearance of the acinus is 
disturbed and may be lost. 

Emphysema causes a physiological loss of lung elastic 
recoil, which decreases expiratory airflow by loss of 
driving pressure and premature airway closure from 
reduced airway traction. The effect of this is that the 
alveoli become hyper-inflated without there being any 
real exchange of air with the outside. Therefore the 
patient begins to feel starved of oxygen and so attempts 

1 1 \lntprop\|Mtents\p70357sb 



2 

to breathe more deeply. In breathing more deeply, the 
effects are exacerbated* 



Not only are those individual alveoli which have a block 
in their respective bronchial tubules affected, but also 
5 neighbouring alveoli, perhaps in other regions of the 
lung , which may otherwise be perfectly serviceable , 
become affected because the hyper* inflated alveoli 
pressurise neighbouring alveoli and prevent th^ from 
expanding fully* There is, of course, a relatively fixed 

10 "exchange* volume of an individual's lung, that is to 
say, the difference between the expanded volume and the 
deflated volume. Eo^hysema reduces the exchange voliime 
because undeflated alveoli occupy that space. 
Consequently, the only recourse available to the patient 

15 is to increase the expanded voliime, thereby resulting in 
the barrel chest sympt<xiiatlc of emphysema sufferers* 

The major therapeutic modalities currently available 
consist of bronchodilator and anti-inflammatory drugs, 
directed at decreasing airway resistance, and antibiotics 
20 to treat acute and chronic infection • Supplemental 
oxygen therapy for the hypoxaemic patient improves 
exercise performance and improves survival in patients 
with cor pulmonale* Despite all available medical 
therapies, the coiirse of the disease is one of 

1 ; \lntprop\pat«nta\p70357^ 



progressive limitation, increasing dyspnoea and 
significant increase in overall mortality. 



It has long been realised that full lung volume is more 
than enough for survival in most circumstances and that 
a person can survive quite satisfactorily with only one 
lung, for example. Heterogenous distribution of 
emphysema, together with the lack of pulmonary blood flow 
to those areas have made lung volume reduction surgery a 
logical option. Removal of parts of the lung affected by 
emphysema permits unaffected areas to become operative 
again and so enable a better quality of life for the 
patient. Clearly, however, such invasive procedures are 
of a very serious nature and some patients will not, in 
any event, be in a sufficiently strong condition to 
accept the trauma of such procedures. Primarily, the 
basic relief for emphysema sufferers is inactivity, on 
the one hand, and breathing pure oxygen, on the other. 

Emphysema is a distressing condition affecting a 
relatively large proportion of the population, and a more 
effective and less traumatic treatment is required. 

On a. different matter, other lung conditions sometimes 
lead to bleeding into the lung. A patient having this 
condition feels movement of the blood caused by airflow 
in the lung during breathing, and perceives the blood as 
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a foreign body and Irritant* The patient coughs In an 
attempt to dislodge the perceived foreign body. Coughing 
blood, of course. Is sometimes the first warning of a 
more serious disease or condition, but once that Is 
5 realised, there Is no benefit In such bleeding. 
Moreover, In such conditions where the lung might heal 
Itself and subsequently stop bleeding, or Indeed simply 
where the bleeding needs to be confined, the coughing 
reaction, «^ch Is almost Inqposslble to resist, does not 
10 help the situation at all, and merely spreads the blood 
to other areas of the lung. 

Therefore It Is an object of the present Invention to 
provide a method of treatment of certain lung conditions 
or diseases and to provide a device for such treatment. 

15 In accordance with a first aspect of the present 
Invention there Is provided a method of treatment of 
emphysema or other lung conditions or diseases, the 
method comprising placing an obturator in a bronchial 
tube or tubule so as to seal the tube or tubule against 

20 the passage of fluid past the obturator. 

In the case of emphysema, and by the simple expedient of 
inserting an obturator in a bronchial tube, a section of 
a lung can be Isolated so that no air can be drawn into 
it. Thereafter, the Isolated part deflates in time as the 
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air remaining in it becomes absorbed, and so that part of 
the lung stops affecting other areas of the lungs, which 
can thus perform normally. Such a procedure is 
relatively simple, requiring only a delivery device for 
the obturator, which device is Inserted through the mouth 
and airway of the patient until the proposed placement 
site is reached, whereupon the device is activated to 
release the obttirator fxaa the device. 

In the case of bleeding into the lung, an obturator stops 
the flow of blood. The lung is tamponated by the 
obturator and blood merely collects in the isolated part 
of the lung and ultimately, if the bleeding stops, will 
be reabsorbed. Alternatively, in the case of some, 
perhaps terminal, conditions such as some lung cancers, 
it at least provides tei^porary relief for the patient. 

In accordance with a second aspect of the invention there 
is provided an obturator for a bronchial tube or tubule 
of a human or animal lung comprising a blocking element 
and a securing element. 

Preferably the two elements are separate components, the 
blocking element serving to seal the tube or tubule 
against the passage of fluid past the obturator when the 
obturator is disposed in a bronchial tube or tubule, and 



1 : \ IntpropVpat MitsVpTOaSTgb 



6 

the securing element serving to retain the blocking 
element In position In the tube or tubule. 



The blocking element preferably comprises a substantially 
cylindrical plug of biocompatible material. The plug may 
5 comprise reslllently deformable closed-cell foamed 
plastics material^ such as PVC, so that It may be 
compressed to facilitate Insertion Into the tube or 
tubule and thereafter expand to fill the cross-section of 
the tube or tubule. 

10 It Is known to employ stents in medical fields to expand 
and support collapsed blood vessels, and Indeed bronchial 
tubes. A stent is a compressible framework which, when 
inseorted into a vessel and released, expands and, within 
the limits of its expansion, supports and possibly 

15 expands the walls of the vessel. 

Preferably, the securing element comprises a stent. The 
stent may have barbs to engage and retain the blocking 
element. The stent preferably also has anchors to retain 
the stent in a bronchial tube or tubule. 

20 In one embodiment, the stent comprises a crown of 
surgical quality steel wire legs in zlg*-zag formation. 
Said barbs and anchors may depend traia points of the 
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crown. Preferably the crown Is closed In Its 
circumference, although this is not essential. 

In another enibodliiient, the stent comprises a dome of 
surgical quality steel wire legs. Said barbs and anchors 
may be formed on the ends of said legs. 

It Is known In medical fields to block blood vessels, for 
example vrtiere a genetic or other defect has resulted In 
a hole which needs blocking, or, for exaiiq>le. In the case 
of babies whose aortic to pulmonary artery connecticm has 
not closed following birth, a coxuaitlon known as patent 
ductus arteriosus. In the case of holes. It Is well 
known to aiqploy an "umbrella", where a diaphragm of 
material forms the seal against the blood vessel wall, 
the handle of the umbrella serving to keep the diaphragm 
across the vessel. In the case of babies. It has also 
been known to employ a plug of PVC foam to treat patent 
ductus arteriosus, the plug encouraging clotting. 

However, In the case of bronchial tubes and tubules a 
diaphragm seal Is not been used yet, although Its 
application cannot be entirely ruled out. For eacample, 
an umbrella device with a larger surface area of contact 
with the bronchial mucosa might be as effective. 
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In blood vessels a cc^plete seal is seldom required 
because any leak soon blocks by the formation of a clot; 
something that would not happen In an airway of a lung* 
Secondly, airways are not always absolutely circular in 
5 section, so a circular diaphragm may not always make a 
good seal, at least around scmie parts of the 
circumference, unless it has capacity to expand in all 
radial directions and has a large contact area. 

However, a ccmplete seal is an absolute requirement of 
10 the present invention (at least over the period of a 
single breath), because without it, air can leak past 
during inhalation and pressurise the lung in Just the 
same way, and perhaps even to a greater extent. More 
importantly, however^ a patient with such an obturator in 
15 place can only feel its presence if there is iravement of 
air around it to stimulate adj€icent nerve endings* Once 
a patient can feel the obturator, there will be 
irresistible cooEipulsion to cough which, if done 
excessively, may be sufficient to dislodge the obturator. 

20 Thus it has been found that a very effective seal is 
achieved by the use of said cylindrical plug of foamed 
PVC (of the type commonly employed as earplugs). The 
effectiveness of this arrangement is probably due to the 
fact that any leakage path has to be a long one and there 

25 are thus numerous opportxmities for it to close and seal 
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about at least one closed clxxnilt around the plug. 
Another reason Is that a plug can mould Itself to the 
shape of the tube or tubule, which Is Itself unlikely to 
be cylindrical, or. Indeed, circular In cross-section. 

Preferably, the method of the present Invention employs 
an obturator of the type defined above. 

The delivery device preferably conprises a delivery tube 
in which the obturator is received in a on^ressed state 
at a distal end thereof, a guide tube, which is capable 
of following a possibly tortuous path under the guidance 
of a surgeon frran entry into the mouth of a patient, down 
the patient's trachea and one bronchus to a proposed 
delivery site in a bronchial tube or tubule, and which 
has a passage to receive the delivery tube therealong, 
and release means to eject the obturator from the 
delivery tube and guide tube. 

The obturator needs to slide in the delivery tube during 
ejection and the stent provides a low friction surface of 
the obturator to facilitate such ejection. 

It is feasible that the blocking and securing elements 
may be integrally formed from plastics material, and 
wherein the securing element comprises adhered or fused 
anchor elements on the blocking element. 
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It is also feasible l^ha't the securing element may 
comprise a memory metaJ. which Is released to Its normal 
expanded shape by a physical parameter, for example, the 
passage of an electric current therethrough, once it has 
5 been inserted at the proposed location. Otherwise it is 
in the same form as the above described steel stent which 
relies on resilience for its e>: mansion. The advantage of 
a memory metal device is that it requires no compression 
during insertion so that the delivery tube of the 
10 delivery device may be replaced by a single guide rod to 
which it is connected. 

The invention will be better understood from the 
following description of particular embodiments given as 
non-limiting examples. The description refers to the 
15 accompanying drawings, in which 

Figiire 1 shows a section through the htunan chest 
indicating the location of bronchial obturators in the 
lungs; 

Figure 2 shows a bronchial obturator complete with 
20 delivery system; 

Figures 3a b and c show in perspective two 
embodiments of an obturator according to the present 
invention, that of Figure 3a having a crown stent, and 
that of Figure 3b having a dome stent. Figure 3c being a 
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crown stent in an open configuration prior to rolling 
and, optionally, welding Into a ring as In Figvire 3a; 

Figures 4a and b show an Internal barb and external 
anchor respectively; 

Figure 5 is a perspective view of another einbodlment 
of obturator in accordance with the present invention; 
and. 

Figure 6 is a perspective view of yet another 
embodiment of obturator also in accordance with the 
present invention. 



In Figure 1 of the drawings, a human chest cavity 10 
includes a pair of lungs 12 which each comprise upper and 
lower lobes 14,16. A trachea 18 branches into two 
bronchi 20, which further branch into bronchial tubes 22 
and segmental bronchi 24. The bronchi 24, after further 
branching, terminate in alveoli 26. 

In the majority of patients suffering from emphysema, it 
frequently effects mainly the upper lobes 14 of the 
lungs, leaving the lower lobes 16 unaffected, or at least 
less affected. However, if no treatment is given to a 
patient, the expansion effect of the upper lobes as the 
condition develops presses on the lower lobes and reduces 
their capacity to perform efficiently. Lower lobe 
emphysema does occur in some patients, and in which event 
it is then the upper lobes which are ccHnpressed. 
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Thus the present Invention suggests placing an obturator 
50 in a bronchial tube or tubule to isolate the region of 
the lung supplied by that tube or tubule* ffhere the 
obturator is placed will be decided by the surgeon and 
5 will depend on the how localised the damaged region of 
lung is. That is to say, if the %diole lobe is badly 
affected, then the obturator is placed in the lobar 
bronchus 22 supplying that lobe (as shown at 50 in Figure 
1). On the other hand, if the damage is more localised, 

10 then the obturator will be placed in a smaller segmental 
bronchus 24, (as shown at 50* in Figure 1). Thus more 
than one obturator may be employed in the same pair of 
lungs Isolating different regions of them. They will 
also be of different sizes, depending where they are to 

15 be inserted. 

The above considerations equally apply when the condition 
being treated is not emphysema but scnne other condition 
which a doctor considers can usefully be treated by the 
method of the present invention. Such another condition 
20 is where a lung, or part of it is bleeding into the 
airway and an obturator isolates the bleeding region and 
inhibits coughing which may damage the lung further, or 
at least cause further discomfort to the patient. 

Figure 2 shows an endo-bronchial obturator 50 complete 
25 with delivery device 70. The delivery device ccunprises a 
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handle 72 and flexible guide tube 74. Slldably received 
in the guide tube is a delivery tube 76 having the 
obturator 50 disposed at its distal end 78. A release 
means 80 is insertable in a proximal end 82 of the 
delivery tube 82 and by means of which the obturator 50 
may be ejected from the end of the delivery tube. The 
guide tube is guided down the trachea and into the 
appropriate bronchus by means of guide lines (not shown) 
which enable the delivery system to be turned to follow 
the desired course. Optical guidance means may be 
included, or real-time X-ray or other monitoring methods 
may be employed to guide the surgeon. Once the end of 
the guide tube reaches the correct location, the delivery 
tube is inserted in the handle end of the delivery device 
70, and then the release means 80 is pushed down the tube 
82 to eject the obturator. The obturator is adapted to 
expand or be expanded, when ejected, to fill and block 
the tube or tubule in which it is inserted. 

As can be seen from Figure 3a, the obturator 50 in its 
first embodiment is comprised of two main components, a 
securing element in the form of a stent 90, and a 
blocking element in the form of a closed-cell, PVC foam 
plug 92. 

The stent 90 is constructed from a plurality of legs 91 
of surgical grade stainless steel wire welded together 
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such that when extended the stent appears as a series of 
connected 'W*s, as shown In an unconnected disposition In 
Figure 3c. Indeed, It Is not essential that the final 
connection between ends 94,96 be made to form a closed 
5 crown arrangement (as shown dLn Figure 3a); It is equally 
effective merely to roll the stent 90b as Indicated by 
arrows In Figure 3c* 

When the two ends of the stent are Joined together, the 
stent 90 folds Into a circular frame or crown, capable of 

10 encompassing the bloccHnpatlble block 92* The stent Is 
constructed so as to be of a size slightly smaller (In 
Its unstressed condition) than the block, so that Its 
natural resilience squeezes the block slightly. On the 
other hand, the stent should be larger than the airway 

15 Into which It Is to be Introduced so that It presses 
outwardly against the wall of the airway, and Is 
Incorporated Into the mucosa of the air passage* 

The legs 91 of the stent crown are fitted with both 
Internal barbs 98 and external anchors 100* The barbs 98 
20 embed themselves In the block 92 and secure the block to 
the stent 90* The anchors 100 are adapted to engage the 
walls of the patient's airways to hold the stent In 
position* 
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Figure 4a shows an internal barb 98. The internal barb, 
also constructed from surgical quality stainless steel, 
is substantially straight and has a hook 99 at one end. 
The hooked end 99 is the point and means by which the 
baxb is secured to the biocompatible block. 

Figure 4b shows an external anchor 100. The anchor, which 
is also constructed from surgical quality stainless 
steel, is again substantially straight and has a coil 101 
at Its end. A coll is used so that damage Is not caused 
to the tissue of the airway in which the obturator is 
fitted, particularly if and when the obturator is 
removed. 

The barbs and anchors are Joined to the stent crown by a 
welded joint between two adjacent legs 91. Barbs can 
alternate with anchors at the same end of the stent, or 
one end can have all barbs, while the other end has all 
anchors. Both arrangements are shown in Figures 3a and c 
respectively . 

A different embodiment of obturator 50b, also In 
accordance with the present invention, is shown In Figure 
3b in which surgical quality stainless steel wires are 
all welded together at a point 104 to form a domed stent 
90b. Legs 91b are alternately turned inwards to form 
barbs 98b, or outwards to form anchors lOOb. 
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Alterxiatlvely, all the legs could be anchors 100b, with 
Interspersed shorter barbs 98bb, as one Is shown In 
dashed lines In Flgtire 3b. 

The aforementioned obturators all rely on resilience of 
5 the steel to return the stent to Its original shape once 
released from the delivery mechanism and so as to enable 
fitment in a narrower txibule than the unstressed size of 
the stent would otherwise allow. However, this requires 
prestressing the stent and keeping it stressed during 
10 delivery. Thus the present invention may find suitable 
application for memory metals, which only return to their 
original shape when some physical condition changes, for 
example, temperature rise or electrical current flow. 

It is essential for the blocking device 50 to be 
15 comprised of a resiliently deformable material such as 
PVC foam as mentioned above. This enables the blocking 
device to be easily surrounded by the stent 90 and 
deformed into a compact structure, thereby enabling 
delivery of the block to its destination in the l\ing. 

20 It is likewise essential that the block be capable of 
expanding and reforming into its original shape once 
deposited in the desired location in the lungs. It should 
be noted that the block is deformed and reformed in both 
an axial and a radial direction. It is the block 92 
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which seals a bronchial tube or tubule; mucous suzxounds 
the block and forms a fluid tight seal. The presence of 
the stent around the block does not inhibit sealing in 
any way since the stent is essentially incorporated into 
the mucosa lining the airway. 

Under compression, PVC foam has a high coefficient of 
friction which would prevent ejection from the delivery 
device as described above, if it was not surrounded by 
the stent 90, which offers a relatively low friction 
surface to the inside of delivery tube 76. 

However, it is feasible that the block 92 could include 
a low friction surface to enable such ejection without 
the stent. Instead of the stent as described above, 
anchor means might be moulded in biocompatible plastics 
material as a crown, for example, on one end of the 
block, and either be adhered, fused or otherwise bound 
thereto. 

The effectiveness of the device depends, to some extent, 
on the length of the block. Moreover, the block is 
required to be of a size which is both comfortable to the 
patient once expanded in the lung and which expands to 
cwmpletely obstruct the passage of air into the affected 
portions of the lung. The extended size of the block 
therefore ranges between Smm and 25mm in length, and 

i : \latvrop\p«tant«Vp703579b 



IB 

be-tween 5 aiul llmm in diameter, depending on the size of 
the tube or tubule to be obturated. 

Obturator 50c shown In Figure 5, comprises a balloon 200, 
which Is Inflated after Insertion and then detached. The 
5 balloon Is captivated In an appropriate securing device 
such as stent 202* in this case, the barbs would not be 
sharp, but would merely retain ends of the balloon, or, 
as shown, would comprises tumed*ln points 204,206 at 
each end of the stent. 

10 Finally, as mentioned above, the obtxirator may be as 
shown at 50d In Figure 6, where It comprises a diaphragm 
300 expanded by an Internal stent 302 having anchors 302. 
One end 306 of the diaphragm Is attached to the stent to 
retain It on the stent. The diaphragm Is also adhered to 

15 the stent. 

While the obturator and method of the present Invention 
has been described with reference to human patients, 
animal patients may In certain circumstances also 
benefit. 

20 The reader's attention Is directed to all papers and 
documents which are filed concurrently with or previous 
to this specification In connection with this application 
and which axB open to public Inspection with this 
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specification, and the contents of all such papers and 
documents are Incorporated heredLn by reference. 

All of the features disclosed In this specification 
(Including any accompanying claims, abstract and 
drawings), and/or all of the steps of any method or 
process so disclosed, may be combined In any cc»blnatlon, 
except combinations where at least s<»e of such features 
and/or steps are mutually exclusive. 

Each feature disclosed In this specification (Including 
any accompanying claims, abstract and drawings), may be 
replaced by alternative features serving the same, 
equivalent or similar ptirpose, unless expressly stated 
otherwise. Thus, unless expressly stated otherwise, each 
feature disclosed Is one example only of a generic series 
of equivalent or similar features. 

The Invention Is not restricted to the details of the 
foregoing embodiments. The Invention extends to any 
novel one, or any novel combination, of the features 
disclosed In this specification (Including any 
accompanying claims, abstract and drawings), or to any 
novel one, or any novel combination, of the steps of any 
method or process so disclosed. 
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CLAIMS 

!• An obturator for a bronchial txibe or tubule o£ a 
hujnan or animal lung comprising a blocking element and a 
securing element. 

5 2. An obturator as claimed In claim 1, In which the two 
elements are separate components, the blockdLng element 
serving to seal the tube or tubule against the passage of 
fluid past the obturator when the obturator Is disposed 
In a bronchial tube or tubule, and the securing element 
10 serving to retain the blocking element In position In the 
tube or tubule. 

3. An obturator as claimed In claim 1 or 2, In which 
the blocking element comprises a substantially 
cylindrical plug of blocompatdLble material. 

15 4. An obturator as claimed In claim 3, In which the 
plug comprises reslllently deformable closed-cell foamed 
plastics material, such as PVC. 

5. An obturator as claimed In any preceding claim. In 
which the securing element comprises a stent. 
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6. An obturator as claimed In claim 5, in which the 
stent has barbs to engage and retain the blocking 
element • 

7. An obttirator as claimed in claim 5 or 6, in which 
the stent has anchors to retain the stent in a bronchial 
tube or tubule. 

8. An obturator as claimed in claim 5^ 6 or 7, in which 
the stent comprises a crown of surgical quality steel 
wire legs in zig-zag formation. 

9. An obturator as claimed in claims 6, 7 and 8^ in 
which said barbs and anchors depend frc»n points of the 
crown. 

10. An obturator as claimed in claim 8 or 9, in which 
the crown is closed in its circumference. 

11* An obttirator as claimed in claim 5, 6 or 7, in which 
the stent comprises a dcnne of surgical quality steel wire 
legs. 

12. An obturator as claimed in claim 11, when dependent 
on claim 6^ in which said barbs are formed on the ends of 
said legs. 
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13* An obturator as claimed In claim 11 or 12, when 
dependent on claim 7, In which said anchors are formed on 
the end of said legs. 

14. An obturator as claimed In any preceding claim, 
further conqprlslng a delivery device, irtilch device 
comprises a delivery txzbe In which the obturator Is 
received In a compressed state at a distal end thereof, 
a guide tube, which Is capable of following a path under OFFICE OF PETITIONS 
the guidance of a sxirgebn to a proposed delivery site In 
a bronchial tube or tubule, and which has a passage to 
receive the delivery tube therealong, and release means 
to eject the obturator from the delivery tube and guide 
tube. 



RECEIVED 

SEP 2 6 20(ll 



15. An obtiirator as claimed In claim 14, when dependent 
on claim 5, In which the stent provides a low friction 
surface of the obturator to facilitate such ejection. 

16. An obturator as claimed In claim 1, In which the 
blocdclng and securing elements are Integrally formed from 
plastics material , and wherein the securing element 
comprises adhered or fused anchor elements on the 
blocking element. 



17 • An obturator as claimed In claim 2, In which the 
securing element comprises a memory metal which Is 
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released to its normal expanded shape by a physical 
parameter when It has been Inserted at the proposed 
location. 

18. An obturator as claimed in claim 17, in which said 
physical parameter is the passage of electrical current 
through the securing means. 

19. An obturator as claimed in claim 1 or 2, in which 
the blocking element comprises a balloon. 

20. An obturator as claimed in claim 19, in which the 
securing element comprises a stent, points of the stent 
being turned inwardly to captivate the balloon. 

21. An obturator as claimed in claim 1 or 2, in which 
the blocking element comprises a diaphragm. 

22. An obturator as claimed in claim 21, in which the 
securing element comprises a domed stent secured at its 
point to the centre of the diaphragm, the legs of the 
stent pressing the diaphragm against the mucosa of a 
bronchial tube when inserted therein. 

23. A method of treatment of emphysema or other lung 
conditions or diseases in human or animal patients, the 
method comprising placing an obturator in a bronchial 
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tube or tubule of the patient so as to seal the tube or 
tubule against the passage. of fluid past the obturator. 

24 • A method as claimed In claim 23, In which the 
obturator Is put In place In a patient by use of a 
5 delivery device for the obturator, which device Is 
Inserted through the mouth and airway of the patient 
until the proposed placement site Is reached, whereupon 
the device Is activated to release the obturator from the 
device. 

10 25. A method as claimed In claim 23 or 24, which method 
employs an obtxirator of the type claimed In any of claims 
1 to 22. 

26. An obturator siabstantlally as hereinbefore described 
with reference to any of the acccMnpanylng drawings. 
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(57) Abstract 

An (^>turator for a bionchial tube or tubtile of a human or animal lung comprises a blocking element (92) and a securing element 
(90). The blocking dement serves to seal ite tube cm: tubule against the passage of fluid past the obturator when the obturator is disposed 
in a teonchial Cube or tubule. The securing element serves to retain the blocking clement in position. The blocking element comprises 
a substantially cylindrical phig of biocompatible, resiliently deformable clo5ed-<eil foamed plastics material, such as PVC. The securing 
element comprises a stent having baibs (98) to engage and retain the blocking element The stent also has anchors (100) to retain the 
stent in a bronchial tube or tubule. A method of treatment of emphysema or oth^r hmg conditi<»is or diseases in human or animal patients 
comprises placing an obturator in a bronchial tube or tubule of the patirat so as to seal the tube or tubule against die passage of fluid past 
the obturator. 
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OCCLUSION DEVICE 

5 The present invention relates to a device useful In the 
treatment of emphysema and other diseases or disorders of 
the human or animal lung. 

Emphysema is a disease of the lung caused primarily by 
prolonged smoking, although not exclusively thereby* It 
10 is an unrelentless, intractable and debilitating process. 
Emphysema is defined as an abnormal permanent enlargement 
of the air spaces distal to the terminal bronchioles , 
accompanied by destruction of their walls without obvious 
fibrosis. In this context, destruction means non- 
15 uniformity in the pattern of respiratory airspace 
enlargement; orderly appearance of the acinus is 
disturbed and may be lost. 

Emphysema causes a physiological loss of lung elastic 
recoil, which decreases expiratory airflow by loss of 
20 driving pressure and premature airway closure from 
reduced airway traction. The effect of this is that the 
alveoli become hyper-inflated without there being any 
real exchange of air with the outside. Therefore the 
patient begins to feel starved of oxygen and so attempts 
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to breatzhe more deeply* In breathing more deeply, the 
effects are exacerbated. 

Not only are those individual alveoli which have a block 
in their respective bronchial tubules affected, but also 
5 neighbouring alveoli, perhaps in other regions of the 
lung, which may otherwise be perfectly serviceable, 
become affected because the hyper- inflated alveoli 
pressurise neighbouring alveoli and prevent them from 
expanding fully. There is, of course, a relatively fixed 

10 "exchange" volume of an individual's lung, that is to 
say, the difference between the expanded volume and the 
deflated volume. Emphysema reduces the exchange volume 
because undeflated alveoli occupy that space. 
Consequently, the only recourse available to the patient 

15 is to increase the expanded volume, thereby resulting in 
the barrel chest symptomatic of emphysema sufferers. 

The major therapeutic modalities currently available 
consist of bronchodilator and anti- inflammatory drugs, 
directed at decreasing airway resistance, and antibiotics 
20 to treat acute and chronic infection. Supplemental 
oxygen therapy for the hypoxaemic patient improves 
exercise performance and improves survival in patients 
with cor pulmonale. Despite all available medical 
therapies, the course of the disease is one of 
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progressive liml-tation. Increasing dyspnoea and 
significant Increase In overall mortality. 

It has long been realised that full lung volume is more 
than enough for survival in most circumstances and that 
5 a person can survive quite satisfactorily with only one 
lung, for example. Heterogenous distribution of 
emphysema^ together with the lack of pulmonary blood flow 
to those areas have made lung volume reduction surgery a 
logical option. Removal of parts of the lung affected by 

10 emphysema permits unaffected areas to become operative 
again and so enable a better quality of life for the 
patient. Clearly, however, such invasive procedures are 
of a very serious nature and some patients will not, in 
any event, be in a sufficiently strong condition to 

15 accept the traiima of such procedures. Primarily, the 
basic relief for emphysema sufferers is Inactivity, on 
the one hand, and breathing pure oxygen, on the other. 

Emphysema is a distressing condition affecting a 
relatively large proportion of the population, and a more 
20 effective and less traxamatic treatment is required. 

On a different matter, other lung conditions sometimes 
lead to bleeding into the lung. a patient having this 
condition feels movement of the blood caused by airflow 
in the lung during breathing, and perceives the blood as 
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a foreign body and irritant. The patient coughs in an 
attempt to dislodge the perceived foreign body,. Coughing 
blood, of course, is sometimes the first warning of a 
more serious disease or condition, but once that is 
realised, there is no benefit in such bleeding. 
Moreover, in such conditions where the lung might heal 
itself and subsequently stop bleeding, or indeed simply 
where the bleeding needs to be confined, the coughing 
reaction, which is almost impossible to resist, does not 
help the situation at all, and merely spreads the blood 
to other areas of the lung. 

Therefore it is an object of the present invention to 
provide a method of treatment of certain lung conditions 
or diseases and to provide a device for such treatment. 

15 In accordance with a first aspect of the present 
invention there is provided a method of treatment of 
emphysema or other lung conditions or diseases, the 
method comprising placing an obturator in a bronchial 
tube or tubule so as to seal the tube or ttibule against 

20 the passage of fluid past the obturator. 

In the case of emphysema, and by the simple expedient of 
inserting an obturator in a bronchial tube, a section of 
a Ixxng can be isolated so that no air can be drawn into 
it. Thereafter, the isolated part deflates in time as the 
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air remaining in it becomes absorbed, and so that part of 
the lung stops affecting other areas of the lungs, which 
can thus perform normally. Such a procedure is 
relatively simple, requiring only a delivery device for 
5 the obturator, which device is inserted through the mouth 
and airway of the patient until the proposed placement 
site is reached, whereupon the device is activated to 
release the obturator from the device. 

In the case of bleeding into the lung, an obturator stops 
the flow of blood. The lung is tamponated by the 
obturator and blood merely collects in the isolated part 
of the lung and ultimately, if the bleeding stops, will 
be reabsorbed. Alternatively, in the case of some, 
perhaps terminal, conditions such as some lung cancers, 
it at least provides temporary relief for the patient. 

In accordance with a second aspect of the invention there 
is provided an obturator for a bronchial tube or tiibule 
of a hixman or animal lung comprising a blocking element 
and a securing element. 

20 Preferably the two elements are separate components, the 
blocking element serving to seal the tube or tubule 
against the passage of fluid past the obturator when the 
obturator is disposed in a bronchial tube or tubule, and 

5 
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the securing element serving to retain the blocking 
element in position in the tube or tubule* 

The blocking element preferably comprises a substantially 
cylindrical plug of biocompatible material* The plug may 
5 comprise resiliently deformable closed-cell foamed 
plastics material, such as PVC, so that it may be 
compressed to facilitate insertion into the tube or 
tubule and thereafter expand to fill the cross-section of 
the tube or tubule. 

10 It is known to employ stents in medical fields to expand 
and support collapsed blood vessels, and indeed bronchial 
tubes. A stent is a compressible framework which, when 
inserted into a vessel and released, expands and, within 
the limits of its expansion, supports and possibly 

15 expands the walls of the vessel - 

Preferably, the securing element comprises a stent. The 
stent may have barbs to engage and retain the blocking 
element. The stent preferably also has anchors to retain 
the stent in a bronchial tube or tubule. 

20 In one embodiment, the stent comprises a crown of 
surgical quality steel wire legs in zig-zag formation. 
Said barbs and anchors may depend from points of the 
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crown. Preferably the crown is closed in its 
circiunferencer although this is not essential. 

In another embodiment, the stent comprises a dome of 
surgical quality steel wire legs. Said barbs and anchors 
5 may be formed on the ends of said legs. 

It is known in medical fields to block blood vessels, for 
example where a genetic or other defect has resulted in 
a hole which needs blocking, or, for example, in the case 
of babies whose aortic to pulmonary artery connection has 

10 not closed following birth, a condition known as patent 
ductus arteriosus. In the case of holes, it is well 
known to employ an "iimbrella" , where a diaphragm of 
material forms the seal against the blood vessel wall, 
the handle of the umbrella serving to keep the diaphragm 

15 across the vessel. In the case of babies, it has also 
been known to employ a plug of PVC foam to treat patent 
ductus arteriosus, the plug encouraging clotting. 

However, in the case of bronchial tubes and tubules a 
diaphragm seal is not been used yet, although its 
20 application cannot be entirely ruled out. For example, 
an umbrella device with a larger surface area of contact 
with the bronchial mucosa might be as effective* 
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In blood vessels a complete seal is seldom required 
because any leak soon blocks by the formation of a clot; 
something that would not happen in an airway of a lung. 
Secondly, airways are not always absolutely circular in 
5 section, so a circular diaphragm may not always make a 
good seal, at least around some parts of the 
circumference, unless it has capacity to expand in all 
radial directions and has a large contact area. 

However, a complete seal is an absolute requirement of 
10 the present invention ( at least over the period of a 
single breath), because without it, air can leak past 
during inhalation and pressurise the lung in just the 
same way, and perhaps even to a greater extent. More 
importantly, however, a patient with such an obturator in 
15 place can only feel its presence if there is movement of 
air around it to stimulate adjacent nerve endings. Once 
a patient can feel the obturator, there will be 
irresistible compulsion to cough which, if done 
excessively, may be sufficient to dislodge the obturator. 

20 Thus it has been found that a very effective seal is 
achieved by the use of said cylindrical plug of foamed 
PVC (of the type commonly employed as earplugs). The 
effectiveness of this arrangement is probably due to the 
fact that any leakage path has to be a long one and there 

25 are thus numerous opportunities for it to close and seal 
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about at least one closed circuit around the plug. 
Another reason is that a plug can mould itself to the 
shape of the tube or tubule, which is itself unlikely to 
be cylindrical, or, indeed, circular in cross-section. 

Preferably, the method of the present invention employs 
an obturator of the type defined above. . 

The delivery device preferably ccnnprises a delivery tube 
in which the obturator is received in a compressed state 
at a distal end thereof, a guide tube, which is capable 
of following a possibly tortuous path under the guidance 
of a surgeon from entry into the mouth of a patient, down 
the patient's trachea and one bronchus to a proposed 
delivery site in a bronchial tube or tubule, and which 
has a passage to receive the delivery tube therealong, 
and release means to eject the obturator from the 
delivery tube and guide tube. 



The obturator needs to slide in the delivery tube during 
ejection and the stent provides a low friction surface of 
the obturator to facilitate such ejection. 

It is feasible that the blocking and securing elements 
may be integrally formed from plastics material, and 
wherein the securing element comprises adhered or fused 
anchor elements on the blocking element. 

9 
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It is also feasible that the securing element may 
comprise a memory metal which is released to its normal 
expanded shape by a physical parameter^ for example, the 
passage of an electric current therethrough, once it has 
5 been inserted at the proposed location. Otherwise it is 
in the same form as the above described steel stent which 
relies on resilience for its expansion. The advantage of 
a memory metal device is that it requires no compression 
during insertion so that the delivery tube of the 
10 delivery device may be replaced by a simple guide rod to 
which it is connected. 

The invention will be better understood from the 
following description of particular embodiments given as 
non-limiting examples » The description refers to the 
15 accompanying drawings, in which :- 

Figure 1 shows a section through the human chest 
indicating the location of bronchial obturators in the 
lungs; 

Figure 2 shows a bronchial obturator complete with 
20 delivery system; 

Figures 3a b and c show in perspective two 
embodiments of an obturator according to the present 
invention, that of Figure 3a having a crown stent, and 
that of Figure 3b having a dome stent. Figure 3c being a 
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crown stent ±n an open configuration prior to rolling 
and, optionally, welding into a ring as in Figure 3a; 

Figures 4a and b show an internal barb and external 
anchor respectively; 
5 Figure 5 is a perspective view of another embodiment 

of obturator in accordance with the present invention; 
and. 

Figure 6 is a perspective view of yet another 
embodiment of obturator also in accordance with the 
10 present invention. 

In Figure 1 of the drawings, a human chest cavity 10 
includes a pair of lungs 12 which each comprise upper and 
lower lobes 14,16* A trachea 18 branches into two 
bronchi 20, which further branch into bronchial tubes 22 
15 and segmental bronchi 24. The bronchi 24, after further 
branching, terminate in alveoli 26. 

In the majority of patients suffering from emphysema, it 
frequently effects mainly the upper lobes 14 of the 
lungs, leaving the lower lobes 16 unaffected, or at least 

20 less affected* However, if no treatment is given to a 
patient, the expansion effect of the upper lobes as the 
condition develops presses on the lower lobes and reduces 
their capacity to perform efficiently. Lower lobe 
emphysema does occur in some patients, and in which event 

25 it is then the upper lobes which are compressed. 

11 



SUBSTITUTE SHEET (RULE 26) 



wo 98/48706 



PCT/GB98/00652 



Thus the present invention suggests placing an obturator 
50 in a bronchial tube or tubule to isolate the region of 
the lung supplied by that tube or tubule. Where the 
obturator is placed will be decided by the surgeon and 
5 will depend on the how localised the damaged region of 
lung is. That is to say, if the whole lobe is badly 
affected, then the obturator is placed in the lobar 
bronchus 22 supplying that lobe (as shown at 50 in Figure 
1). On the other hand, if the damage is more localised, 

10 then the obturator will be placed in a smaller segmental 
bronchus 24, (as shown at 50' in Figure 1). Thus more 
than one obturator may be employed in the same pair of 
lungs isolating different regions of them. They will 
also be of different sizes, depending where they are to 

15 be inserted. 

The above considerations equally apply when the condition 
being treated is not emphysema but some other condition 
which a doctor considers can usefully be treated by the 
method of the present invention. Such another condition 
20 is where a lung, or part of it is bleeding into the 
airway and an obturator isolates the bleeding region and 
inhibits coughing which may damage the lung further, or 
at least cause further discomfort to the patient. 

Figure 2 shows an endo*bronchial obturator 50 complete 
25 with delivery device 70. The delivery device comprises a 

12 

SUBSTITUTE SHEET (RULE 26) 



wo 98/48706 



PCT/GB98/00652 



handle 72 and flexible guide tube 74* Slldably received 
In the guide tixbe Is a delivery tube 76 having the 
obturator 50 disposed at Its distal end 78, A release 
means 80 Is Insertable In a proximal end 82 of the 
5 delivery tube 82 and by means of which the obturator 50 
may be ejected from the end of the delivery tube. The 
guide tube Is guided down the trachea and Into the 
appropriate bronchus by means of guide lines (not shown) 
which enable the delivery system to be turned to follow 

10 the desired course. Optical guidance means may be 
Included, or real-time X-ray or other monitoring methods 
may be employed to guide the surgeon. Once the end of 
the guide tube reaches the correct location, the delivery 
tube Is Inserted In the handle end of the delivery device 

15 70, and then the release means 80 Is pushed down the tube 
82 to eject the obturator. The obturator is adapted to 
expand or be expanded, when ejected, to fill and block 
the tube or tubule In which It is Inserted. 



As can be seen from Figure 3a, the obturator 50 in its 
20 first embodiment is comprised of two main components, a 
securing element in the form of a stent 90, and a 
blocking element in the form of a closed-cell, PVC foam 
plug 92. 

The stent 90 is constructed from a plurality of legs 91 
25 of surgical grade stainless steel wire welded together 

13 
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such thai: when extended the stent appears as a series of 
connected *W*s, as shown in an unconnected disposition in 
Figure 3c. Indeed, it is not essential that the final 
connection between ends 94,96 be made to form a closed 
5 crown arrangement (as shown in Figure 3a); it is equally 
effective merely to roll the stent 90b as indicated by 
arrows in Figure 3c. 

When the two ends of the stent are joined together, the 
stent 90 folds into a circular frame or crown, capable of 

10 encompassing the biocompatible block 92. The stent is 
constructed so as to be of a size slightly smaller (in 
its unstressed condition) than the block, so that its 
natural resilience squeezes the block slightly. On the 
other hand, the stent should be larger than the airway 

15 into which it is to be introduced so that it presses 
outwardly against the wall of the airway, and is 
incorporated into the mucosa of the air passage. 

The legs 91 of the stent crown are fitted with both 
internal barbs 98 and external anchors 100. The barbs 98 
20 embed themselves in the block 92 and secure the block to 
the stent 90. The anchors 100 are adapted to engage the 
walls of the patient's airways to hold the stent in 
E>osition. 
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Figure 4a shows an internal barb 98. The internal barb, 
also constructed from surgical quality stainless steel, 
is substantially straight and has a hook 99 at one end. 
The hooked end 99 is the point and means by which the 
5 barb is secured to the biocompatible block. 

Figure 4b shows an external anchor 100. The anchor, which 
is also constructed from surgical quality stainless 
steel, is again substantially straight and has a coil 101 
10 at its end. A coil is used so that damage is not caused 
to the tissue of the airway in which the obturator is 
fitted, particularly if and when the obturator is 
removed. 

The barbs and anchors are joined to the stent crown by a 
15 welded joint between two adjacent legs 91. Barbs can 
alternate with anchors at the same end of the stent, or 
one end can have all barbs, while the other end has all 
anchors. Both arrangements are shown in Figures 3a and c 
respectively . 

20 A different embodiment of obturator 50b, also in 
accordance with the present invention, is shown in Figure 
3b in which surgical quality stainless steel wires are 
all welded together at a point 104 to form a domed stent 
90b. Legs 91b are alternately turned inwards to form 

25 barbs 98b, or outwards to form anchors 100b . 

15 

SUBSTITUTE SHEET (RULE 26) 



wo 98/48706 



PCT/GB98/00652 



Alternatively, all the legs could be anchors 100b, with 
interspersed shorter barbs 98bb, as one is shown in 
dashed lines in Figure 3b • 

The aforementioned obturators all rely on resilience of 
5 the steel to return the stent to its original shape once 
released from the delivery mechanism and so as to enable 
fitment in a narrower tubule than the unstressed size of 
the stent would otherwise allow. However, this requires 
prestressing the stent and keeping it stressed during 
10 delivery. Thus the present invention may find suitable 
application for memory metals, which only return to their 
original shape when some physical condition changes, for 
example, temperature rise or electrical current flow. 

It is essential for the blocking device 50 to be 
15 comprised of a resiliently deformable material such as 
PVC foam as mentioned above. This enables the blocking 
device to be easily surrounded by the stent 90 and 
deformed into a compact structure, thereby enabling 
delivery of the block to its destination in the lung. 

20 It is likewise essential that the block be capable of 
expanding and reforming into its original shape once 
deposited in the desired location in the lungs. It should 
be noted that the block is deformed and reformed in both 
an axial and a radial direction. It is the block 92 
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which seals a bronchial tnibe or tubule; mucous surrounds 
the block and forms a fluid tight seal. The presence of 
the stent around the block does not inhibit sealing in 
any way since the stent is essentially incorporated into 
5 the mucosa lining the airway. 

Under compression, PVC foam has a high coefficient of 
friction which would prevent ejection from the delivery 
device as described above, if it was not surrounded by 
the stent 90, which offers a relatively low friction 
10 surface to the inside of delivery tube 76. 

However, it is feasible that the block 92 could include 
a low friction surface to enable such ejection without 
the stent. Instead of the stent as described above, 
anchor means might be moulded in biocompatible plastics 
15 material as a crown, for exsunple, on one end of the 
block, and either be adhered, fused or otherwise bound 
thereto. 

The effectiveness of the device depends, to some extent, 
on the length of the block • Moreover, the block is 
20 required to be of a size which is both comfortable to the 
patient once expanded in the lung and which expands to 
completely obstruct the passage of air into the affected 
portions of the lung. The extended size of the block 
therefore ranges between 5mm and 25mm in length, and 
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between 5 and 11mm in diameter, depending on the size of 
the tube or tubule to be obturated* 

Obturator 50c shown in Figure 5, comprises a balloon 200, 
which is inflated after insertion and then detached. The 
5 balloon is captivated in an appropriate securing device 
such as stent 202. In this case, the barbs would not be 
sharp, but would merely retain ends of the balloon, or, 
as shown, would comprises tumed-in points 204,206 at 
each end of the stent. 

10 Finally, as mentioned above, the obturator may be as 
shown at 50d in Figure 6, where it comprises a diaphragm 
300 expanded by an internal stent 302 having anchors 302. 
One end 306 of the diaphragm is attached to the stent to 
retain it on the stent. The diaphragm is also adhered to 

15 the stent. 

While the obturator and method of the present invention 
has been described with reference to human patients, 
animal patients may in certain circumstances also 
benefit. 

. 20 The reader's attention is directed to all papers and 
documents which are filed concurrently with or previous 
to this specification in connection with this application 
and which are open to public inspection with this 
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specification, and the contents of all such papers and 
documents are incorporated herein by reference. 

All of the features disclosed in this specification 
(including any accompanying claims, abstract and 
5 drawings), and/or all of the steps of any method or 
process so disclosed, may be combined in any combination, 
except combinations where at least some of such features 
and/or steps are mutually exclusive* 

Each feature disclosed in this specification (including 
10 any accompanying claims, abstract and drawings), may be 
replaced by alternative features serving the same, 
equivalent or similar purpose, unless expressly stated 
otherwise. Thus, unless expressly stated othearwise, each 
feature disclosed is one example only of a generic series 
15 of equivalent or similar features. 

The invention is not restricted to the details of the 
foregoing embodiments. The invention extends to any 
novel one, or any novel combination, of the features 
disclosed in this specification (including any 
20 accompanying claims, abstract and drawings), or to any 
novel one, or any novel combination, of the steps of any 
method or process so disclosed. 
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CLAIMS 

!• An obturator for a bronchial tube or tubule of a 
human or animal lung comprising a blocking element and a 
securing element* 

5 2. An obturator as claimed in claim 1, in which the two 
elements are separate components, the blocking element 
serving to seal the tube or tubule against the passage of 
fluid past the obturator when the obturator is disposed 
in a bronchial tube or tubule, and the securing element 
10 serving to retain the blocking element in position in the 
tube or tubule. 

3. An obturator as claimed in claim 1 or 2, in which 
the blocking element comprises a siibstantially 
cylindrical plug of biocompatible material . 

15 4. An obturator as claimed in claim 3, in which the 
plug comprises resiliently deformable closed-cell foamed 
plastics material, such as PVC- 

5. An obturator as claimed in any preceding claim, in 
which the securing element comprises a stent* 
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6. An obturalror as claimed in claim 5, in which the 
stent has barbs to engage and retain the blocking 
element. 

7. An obturator as claimed in claim 5 or 6, in which 
5 the stent has anchors to retain the stent in a bronchial 

ttibe or tubule. 

8. An obturator as claimed in claim 5, 6 or 7, in which 
the stent comprises a crown of surgical quality steel 
wire legs in zig-zag formation. 

10 9. An obturator as claimed in claims 6, 7 and 8, in 
which said barbs and anchors depend from i)oints of the 
crown. 

10. An obturator as claimed in claim 8 or 9, in which 
the crown is closed in its circumference. 

15 11. An obturator as claimed in claim 5, 6 or 7, in which 
the stent comprises a dome of surgical quality steel wire 
legs. 

12. An obturator as claimed in claim 11, when dependent 
on claim 6, in which said barbs are formed on the ends of 
20 said legs. 
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13. An obturator as claimed in claim 11 or 12, when 
dependent on claim 7, in which said anchors are formed on 
the end of said legs. 

14* An obturator as claimed in any preceding claim, 
5 further comprising a delivery device, which device 
comprises a delivery tube in which the obturator is 
received in a compressed state at a distal end thereof, 
a guide tube, which is capable of following a path under 
the guidance of a surgeon to a proposed delivery site in 
10 a bronchial tube or tubule, and which has a passage to 
receive the delivery tube therealong, and release means 
to eject the obturator from the delivery tube and guide 
tube. 

15. An obturator as claimed in claim 14, when dependent 
15 on claim 5, in which the stent provides a low friction 

surface of the obturator to facilitate such ejection. 

16. An obturator as claimed in claim 1, in which the 
blocking and securing elements are integrally formed from 
plastics material, and wherein the securing element 

20 comprises adhered or fused anchor elements on the 
blocking element. 

17. An obturator as claimed in claim 2, in which the 
securing element comprises a memory metal which is 
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released to Its normal expanded shape by a physical 
parameter when it has been inserted at the proposed 
location. 

18. An obturator as claimed in claim 17, in which said 
5 physical parameter is the passage o£ electrical current 

through the securing means. 

19. An obturator as claimed in claim 1 or 2, in which 
the blocking element comprises a balloon. 

20. An obturator as claimed in claim 19, in which the 
10 securing element comprises a stent, points of the stent 

being turned inwardly to captivate the balloon. 

21. An obturator as claimed in claim 1 or 2, in which 
the blocking element comprises a diaphragm. 

22. An obturator as claimed in claim 21, in which the 
15 securing element comprises a domed stent secured at its 

point to the centre of the diaphragm, the legs of the 
stent pressing the diaphragm against the mucosa of a 
bronchial tube when inserted therein. 

23. A method of treatment of emphysema or other lung 
20 conditions or diseases in human or animal patients, the 

method comprising placing an obturator in a bronchial 
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tube or ttibule of the patient so as to seal the tube or 
tubule against the passage of fluid past the obturator. 

24. A method as claimed in claim 23, in which the 
obturator is put in place in a patient by use of a 
5 delivery device for the obturator, which device is 
inserted through the mouth and airway of the patient 
until the proposed placement site is reached, whereupon 
the device is activated to release the obturator from the 
device . 

10 25. A method as claimed in claim 23 or 24, which method 
employs an obturator of the type claimed in any of claims 
1 to 22. 

26. An obturator substantially as hereinbefore described 
with reference to any of the accompanying drawings. 
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C.^quities on this matter 

fihouid be made to: David Jackson 



Tel: 

Fax: 



01274 364788 our ret 
01274 364786 



DJ.DSjr271097 



Yoyr r&t 



27 October 1997 



Mr J Ridiardson 
Consultant AnaesAetist 
Dqi^rtmenit of Anaesthetics 

Dear Dr Richardson 



1" 

! 

J 



PA<£ 

i 



Bradford 
N II S 



Bradforcf Ftoyal Infiripary 
Ouckwonn Lane 
Bradford 
S096RJ 

Tel: (012741 542200 



\ 



PATEm APPLICATION FOR LUNG OBDURATOR 

Following your recent discussions on behalf of the Sabanathan family in respect of the above. 
1 understand from Bob.Dugdale that an agreement has been reached in respect of any profits 
which may accrue frrim the commercial development of the device. 

The Trust as holder of the Patent Application, would expect to progress and fond the patent 
to die second stage of the registration proceS in April 1998, when foreign patents would be 
pursued through a PCT j^plicaiion. 

This would extc^ Ae patent protection for a further 18 months, during which time it would 
} be expected that ajiy commercial interest in tfie product would be registered. 

\. cl-" • T -1 

If any such commercial interest is manifested ^Tnco mgto.MTnistj the organisation wou^ vio^ «v^cV 
expea asafirstcalLagdnstthis,toxecoupdieexpenditiKe im5urred 1 ,cc o - 

In terms of any income generated over and above tfiis, and in yiew of the very signincant , 
15 contribution d»t Mr Sabanathan made to die development of Surgery m Bradford, the Trust 
^' ' would^ivide this profit on the basis of a 50:50 split with the Sabanathan estate. 

It is deeply regreOable that these discussions have been necessitated by the sad Md untimely 
death df Mr Sabanathan but I hope that the situation is now resolved to the sausfaction of all 
concerned. 



Widi best wishes. 
Yours sincerely 



\ 



DAVID JACKSON 
Chief Executive 
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PRIVATE & CONFTOENTIAL , 

Nfr- D. Jackson, Chief Executive 
Bradford Hospitals NHS Trust 
Duckworth Lane 
BRADFORD BD9 6RJ 

critdi SEC.TMH. 
31 March 1998 



Dear Mr. Jackson 

Mr. Sabanathan - Lung Obdarator 

The Sabanathan family have passed to me your letter of 27th October 1997 
addressed to Mr. J, Richardson together with various correspondence relating to 
the patent application. 

Whilst I ftelieve that an understanding has been reached in respect of profits 
which may* .accrue from the couDooniercial development of the device, I have 
expressed ^svicw to Ae Sabanathan family that the letter of the 27th October is 
not set out^clearly enough to protect them. 

As it may be quite some time before any conunercial development of the device 
produces financial benefit, the parties may by that time be unclear as to wiat % 
has been ^eed and indeed, the faces may have changed. 

As I understand it, any financial benefit obtained through the commercial 
development of the device, the e)qploitalion of a patent or any other commmial 
interest in the product would, after the deduction of certain expenditure, be split 
50:50 between the Trust and the Sabanathan estate. 



The agreement relates to financial benefit received as capital, income, or in any 
other form vrfiatsoevor (for example, fix>m an outright sale or assignment of 
rights under the patents). 

Ibe cjqpenditure the Trust can first recoup, we understand, is the actual legal 
costs and expenses in prosecuting the patent s^lications. 



continued,,,,. 
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I shall be grateful if you could confirm that tibe above sets out your 
understanding of the i^reement reached. It will obviously be subject to this 
agreement that Mrs. Sabanathan's cooperation on behalf of her late husband in 
respect of any plication, wUI be forthcoming. 

Equally, you will £5)preciate that Mr. Sabanalfaan was pasaonate in the pursuit 
and development of the lung obdurator. For this reason, the Sabanalhan family 
would look to its success as being a fitting tribute to sUch passion and 
enfliusiasnL Nfrs. Sabanatihan is disappointed tihai no finlher consultation has 
taken place wittx ha: in relation to tihe British patent, but I hope you will be able 
to confirm to me that her husband is indeed named as inventoor of the device and 
is gratified to note from Dr, Dugdale*s letter to Mr, Lunt at Dibb Liqxton Alsop, 
\Nhich has been copied to her, that it would appear that Mr. Sabanathan is in 
respect of the PCX q>plication, being named as inventor. 

Mrs. Sabanathan would however wish to see the tide of the invention, both on 
the per ^d on tihe British patent, bearing her husband's name, such as *'Saba*s 
Lung Treatment Device". 

■ *• — ■» 

Accordin^y, I look forward to hearing ftom yovu 
Yours sincerely 



• SUSAN E.CXARK 
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SOLICITORS 



Dr- Dugdale 

Bradford Royal Infinnary 
Bradford 

BY FAX: 01274 364134 



iHr RdT: SEC.TMH.40484 
31 March 1998 



Dear Dr- Dugdale 

Mr. Sabanatiiait - Lnng Obdurator 

I attach a copy of the letter that I am today sending to Mr. Jackson's office. 
This I believe does in actual fact set out and reflect the agreement that has been 
reached. 

I have asked Mrs, Sabanathan to execute the Power of Attorney required for the 
PCX application and to let you have that back as quickly as possible. 

The release to you of the Power of Attorney is obviously on the assumption that 
the agreement between the parties is as set out in the attached letter, that you 
keep us updated on a reg:ular basis of the progress of the patents and any further 
development of the invention and that even though the title of the inventions on 
the patent application may not be in Mr. Sabanathan's name, the device itself 
will as far as it is within the Trust's power to procure, be known as 
"Sabanathan*s Lung Obdurator". 

If you have any queries, please give me a call. 




E, CLARK 



11-19 Westgate, Sbipley, West Yorkshire, BD 1 8 3QX 
Td: 01274 5S5459 Fax: 01274 531334 DX: 20901 Shipley 
e-^nail: stfostdl^lcfeather.yoiks-com 

f^iW Gorf&ByA.C«Whri,i.AiaI»w Ow*&rd A.J^SnA^ 

Sinim ft. R. SibU. Stnn E Out. CKxM a Ktwy. 9«on a 
Conisium: h$» M- Readier 

At»oei«« Sdidton: Nkboto U PuMMftfW. Svpti^o ^ HMiun. Psttl W»iast 

OfTicciai: •tmdftrd OIW t3«2J> HWcy WIOM QiUy 0lM144M5i 

ThU tttm It Kfi^iial trf Che Uw Socwtjr ni Ihc conduct of •qrvc«tn«;«( Vt)«lMe» 



POWER OF ATTORNEY 

(for an utfemaxional application filed under the Patent Cooperation Treaty) 
(PCT Rule 90.4) 



The undersigned apph'cant($) {NanaskotMhc iKftcatolasthcf 



roftat): 



SABANATHAN, THIRUMAN^?*' 
8 FOSTER PARK ROAD 
DENHOLME 
BRADFORD 

WEST YORKSHIRE BD13 4BE 
UNITED KINGDOM 



hereby appoints (appoint) the following person as: [X] agent ^ Q common representative 

Kame and address 

(FamS,namcfoUowalbysiva.>uime; fcraUgat cndty^fiiHofficicfdaipuaic^ The address must include postd coc^ and name of coun^^ 

LUNT, MARK GEORGE FRANCIS 
DIBB LUPTON ALSOP 
FOUNTAIN PRECINCT 
BALM GREEN 
SHEFFIELD SI 1R2 
UNITED KINGDOM 



to represent the undeV^^cd before 



I Xj all the competent International Authorities 
I I the International Searching Authority only 
I ) International Preliminary Examining Authority only 



in connection with the intcmaiional application identified below: 

Title of the iDventioo: LUNG TREATMENT DEVICE 

Applicant's or agent's file reference: P 7 0 3 5 7 WO 

International application number (if already available): 
filed with the following Office 



as reccfvtng Office 



and to make or receive payments on behalf of the undersigned. ~ ' ~ 

Signature of the appilcant(s) (^^^c^csa^^ap^cants^^ 

A^cap^'^^^O^ pa-son ^sns^'fsiuJtcapadty is not 




Date: 



3/ - 3 - ^S" 
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AGREEMENT 



This Agreement (this "AgreerHga") is made and entered into effective as of June 
6, 2000 C*the Effective Date") by and between 

The Fotmdiy, LLC, 'a Delaware limited liability coiporation CFoxmdry ^, 

Bradford Hospitals NHS Trust, a Trust oiganized and subsisting under the laws of 
the United Kingdom, of Duckworth Lane, Bradferd, "Wbst Yodcshire. BD9 6RY GB 
r^SBradft)Ttn,aT,ri • 

Thiiumani Sabaoathan, a tfnited Kingdom citizen of 2A Tlie KnolL Calvwlev 
Leeds, LS28 5FB, GB ("Sabanathan"). 



RECITALS 



NHS Bradford and Sabanatfaan are between them the owner of the Technology (as 
defined below), and NHS Bradford and Sabanathan desire to assign and transfer to 
Foundry aU of their respective right, title and interest in and to the Technology, and other 
related rights. 

NOW THEREFORE, the parties hereby agree as follows: 

1- RefiT^Ttiop Qf As$igT)gd ^fi^f^% Abused herein, "AssignsiAssste" 

means: 

(a) The Technology, which is defined as information, trade secrets, " 
toow-how, inteUectual property rights, clinical information, prototypes, or test data 
related to devices, systems, methods, or procedures for bronchial occlusion for isolation 
of diseased sections of lungs. Any information, prototypes, or other work in the field of 
this procedure performed directly by the late Dr. Sabanathan or by any associates, 
consultants, or related companies also constitutes the Technology. 

(b) AJl worldwide patents, patent applications, patent rights, 
copyrigjits, copyright registrations, moral rights, trade secrets, know-how, mask work 
nghts, ri^ts in trade dress and packaging, and goodwill directly relating xo the 
Technology, whether arising under the laws of the Uioited Kingdom, the United States of 
America or the laws of any other state, country or jurisdiction existing at the date of this 
AgreemenL This ijicludes the pending United Kmgdom. patent appUcation number 
970868L3 and the international application' number PCT/GB98/00652 ("the 
^Ucations") and any additional, continuation, continuation-ia-pait, or division thereof 
or any substimte application therefore, any reissue, extension, or patent term extension of 
any such patent, and any foreign counteipait of 4ie foregoing. 
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(c) All documeixtatioii, drafts, p^^, designs, schematics, riiftgramc^ 
models, prototypes, source and object code (in any foim or fomiat and for all hardware 
platfonns)» computer-stored data, diskettes, manuscripts and other items describing all or 
any part of the Technology or any infomution related diereto or in which all or any part 
of the Technology, any intellectual property ri^t or such informaticn is set forth, 
embodied, recorded or stored existing at the date of this Agreement C*Ihfoimation*') but 
specifically excluding any Information that is in the possession of Sabanathan which it is 
hereby agreed by bofli the Foundry and by NHS Bradford that Sabanathan shall be 
entitled to retain, 

(a) Subject to paragraph 2(b) NHS Bradford and Sabana'dian shall sell, 
assign, transfer, release, quitclaim and convey to Foundry, NHS Bradford's and 
Sabanatfaan's entire right, title and interest in and to each and all of the Assigned Assets. 
Save that it is specifically agreed by Foundry that Sabanathan shall be entitled to publish 
or coxomission the publishing of Dr. Sabanathan's work notwithstanding that it does or 
may include the use of inteDectual property rights contained in the Assigned Assets and 
she shall be entitled to keep copies of any documentation drafts papers or disks in her 
possession to enable her to do so. Without limiting the foregoing, NHS Bradford and 
Sabanaihan agrees to assign all their respective right, title and interest in and to the 
Applications; and all their respective right to file or prosecute patent applications 
covering the Assigned Assets in any jurisdiction in the world. Foundry acknowledges 
that it is aware that the period within which nationaVregional phase entry of international 
application no PCT/GB98/00652 must normally be effected may have passed without 
such phases having been entered and therefore such application may not exist as an asset 
unless the EntitleinCT.t Proceedings (as defined below) are successfiU and the application 
is thereafter permitted to proceed in the name of Sabanathan. 

(b) If Foundry is in breach of its obligations under paragraphs 6 or 7 of 
this Agreranent and in the case of paragraph 6 has not cured such breach within thirty (30) 
days of written notification thereof by NHS Bradford and/or Sabanathan and in the case 
of paragraph 7 has not taken reasonable steps to cure such breach within such 30 day 
period, it shall upon receipt of notice in writing from NHS Bradford and/or Sabanathan 
transfer and convey back to NHS Bradford and Sabanathan jointly in equal shares all its 
right title and interest in the Assigned Assets. 

3, Reports . NHS BiadJford agrees that it will, within thirty (30) days of 
Effective Date hereof arrange for the preparation aid delivery to Foundry (and copied to 
Sabanathan) of one or more written reports describing in reasonable detail the efforts 
undertaken and title results obtained, with respect to any patenting, prototyping, testing 
and other development work performed by or on behalf of NHS Bradford with respect to 
the Assigned Assets. These Report(s) shall be treated as confidential information, to 
protect the patentability of any information contained therein. 
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4. NHSBi^fomw^mmtift^. 

(a) NHS Bradford represents aud warrants to Foundry to the best of its 
knowledge and belief that Dr- Sabanathan was the only inventor and/or author of, and that 
NHS Bradford and SabanaJhan between them own, and can grant exclusive worldwide 
right, title and interest in and to, each of the Assigned Assets and that none of the 
Assigned Assets are subject to any dispute, claim, prior license or other agreement^ 
assignment, lien or rights of any third party, or any other rights that might int^ere with 
Foundry's use, or exercise of ownership of, any Assigned Assets (save as aforesaid in 
relation to the said international application). NHS Bradford fuifiier represents and 
warrants to Foundry to the best of its knowledge and belief that the Assigned Assets are 
free of any claim by any tiurd party of any kind in or to any of the Assigned Assets, 

(b) Sabanaihan represents and warrants to Foundry to the best of her 
knowledge and belief that Dr. Sabanafhan was the only inventor and/or author o^ and that 
NHS Bradford and Sabanafhan between them own, and can grant exclusive worldwide 
ri^t, title and interest in and to, each of the Assigned Assets and that none of the 
Assigned Assets are subject to any dispute, claim, prior Hccnse or other agreement, 
assignment, lien or rights of any third party, or any other rights that might interfere wi& 
Foundry's use, or exercise of ownership of, any Assigned Assets (save as aforesaid in 
relation to the said international ^plication). Sabanathan further represents and warrants 
to Foxmdry to the best of her knowledge and belief that the Assigned Assets are free of 
any claim by any third party of any kind in or to any of the Assigned Assets. ' 

(c) NHS Bradford certifies that NHS Bradford has no outstanding 
agreement or obligation that is in conflict with any of the provisions of this Agreerdent, or 
that would preclude NHS Bradford from complying with the provisions hereof and 
further certifies that NHS Bradford will not enter into any such conflicting Agreement in 
the area of the Assigned Assets during the teim of this Agreement 

(d) Sabanathan certifies that Sabanathan has no outstanding agreement 
or obligation that is in conflict with any of the provisions of this Agreement, or that 
would preclude Sabanathan from complying wilh the provisions hereoi^ and further 
certifies that Sabanathan will not enter into any such conflicting Agreement in the area of 
the Assigned Assets during the term of &is Agreraient 

(e) NHS Bradford and Sabanathan agree to promptly commence 
proceedings ("Entitlement Proceedings") in the United Kingdom Patent Office to have the 
matter of their respective entitlements to the Applications determined by the comptroller 
of the Patent Office. NHS Bradford and Sabanathan have entered an agreement to thai 
effect date d ^- and, in tiie event that Sabanathan is detennined to be 
entitled to the rigihts in the Applications, and in consideration of NHS Bradford not 
disputing the Entitlement Proceedings, Sabanathan has agreed to assign an equal share in 
the rights in the y^plications to NHS Bradford. 
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(f) NHS Bradford and Sabanathan covenant that &ey shall p^ect the 
assignment CTerfectioii") agreed by them in this Agreement as soon as practicable within 
thirty days of final conclusion of the Entitlement Proceedings by executing an 
Assignment as set out in Schedule I hereto or in such other form as are agreed between 
the parties hereto. 

5r Further As^ryr^cftg. 

(a) NHS Bradford and Sabanathan further agree that, after such 
Perfection, they will execute one or more pateait assignments covering ^e Assigned 
Assets, to be filed with the relevant authorities, and will, promptly upon request of 
Foundry, or any of its successors or assigns, (and at the sole cost of Foundry or of its 
successors or assigns as the case may be) execute and deliver, without further 
compensation of any kind, ai^ powCT of attorney, assignment or amendm^t to 
assignment, application for copyright, parent or other intellectual property right 
protection, or any other papers which may be necessary or desirable to jfiilly secure to 
Foundry, its successors and assigns, all right, title and int^est in and to each of the 
Assigned Assets, and to provide all reasonable cooperation and assistance in the 
prosecution of any opposition proceedings involving said rights and any adjudication of 
the same. Further, NHS Bradford and Sabanathan agree (subject to paragraph 2(b)) never 
to assert any claims, rights or moral rights in or to any of the Assigned Assets, 

(b) In the event that Foundry is unable, after reasonable notice to NHS 
Bradford or Sabanathan, for any reason whatsoever to secure NHS Bradford's or 
Sabanathan's signature to any document NHS Bradford or Sabanathan is required to 
execute pursuant to the foregoing, NHS Bradford and Sabanatifeian hereby irrevocably 
designate and appoint Foundry and its duly authorized ofScCTS and agents, as its agents 
and attomeys-in-&ct to act for and in its behalf and instead of NHS Bradford and 
Sabanathan, to execute and file any such document and to do all other lawfuDy permitted 
acts to farther the purposes of the foregoing with the same legal force and eSect as if 
executed by NHS Bradford or Sabanathan, as the case may be. 

(c) As of the Efifective Date hereof Foundry shall have the sole right 
to make all decisions relating to the prosecution or maintenance of any patents covering 
the Assigned Assets, any and all expenses incurred in connection therewith sb^ll be Ae 
sole responsibility of Foundry and shall pay Sabanatfaan*s costs of entmng into this 
Agreement and her agreement with Bradford NHS up to a maximum of £1 ,200 plus VAT 
payable within 30 days of the Effective Date, 

(d) Foundry agrees in addition to the compensation set out in 
paragraph 6 to pay all Sabanathan's costs and expenses (including legal and otiher 
professional costs) properiy incurred in purstdng the Entitlement Proceedings, Such 
payment shall be made on an indemnity basis wilhia 14 days of application by 
Sabanathan, 
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6. CompensatioTL 

(a) In consideration of the assignment qf tiie Assigned Assets and the 
other tenns and conditions hereof Foundiy will pay to NHS Bradford's Solicitors, DLA, 
fcxmerly known as Dibb Lnpton Alsop, on behalf of both NHS Bradford and Sabanathan for 
distribution as agreed between them, a total of the amount specified in paragraph 6 (b) ("the 
Sales Payment") below at the time mdicated therein and $30,000 United States Dollars 
within 30 Days of the Effective Date. 

(b) The Sales Payment shall be payable within three calendar months of 
the md of tiae sixtti full fiscal year of Foundry following the date of the first sale of product 
following the first United States Food and Drug Administration approval of the product. The 
Sales Payment shall equal 3% of the value of net sales in countries in which a patent is 
granted pursuant to the Applications of Foundry and/or of any licensee and/or sub-licensee 
of Foundry or any successor in title of Foundry (''fte Sellers*^ of product falling witiain the 
terms of any US patent granted pursuant to the Applications for sales during the period of 
&e fourth, fifth, and sixth full fiscal years of Foundry following the date of the first sale of 
product following Ae first United States Food and Drag Administration approval of the 
product unless such percentage amounts to less than US$10,000, in which event the Sales 
Payment shall be zero. In any event, the Foundry shall supply NHS Bradford and 
Sabana t h a n with a statement of the sales in the period for the Sales Payment within the same 
period as for payment of the Sales Payment, if any, and NHS Bradford and Sabanathan shall 
have the right to audit such statement of sales (which audit shall be at the cost of Foundry if 
the Sales Payment actually made shall be 5% or more below the Sales Payment which 
should have been made in accordance witibi the provisions hereof). Sales between any of ihe 
Sellers and any associated and/or affiliated entities of such Seller shall be deemed to have 
been made at an arm's length price (if more than the actual price) for the purpose of the 
calculation of the Sales Payment 

(c) In the event fliat a European patent is secured on the basis of 
international ajjplication number PCT/aB98/00652, the Sales Payment payable under 
paragraph 6 (b) above shall additionally be in respect of sales in countries capable of 
protection under such patent, but not protected through the choice of Foundry. For the 
avoidance of doubt. Foundry shall, not abandon any patent protection achieved in respect of 
the United States, United Kingdom, Gemiany and France before aU payments under 
paragraph 6 (b) above have been duly made without Sist noti^^ Sabanathan and NHS 
Bradford and giving each of them reasonable opportunity to take over prosecution or 
maintenance of such protection in respect of such countries, but without otherwise afifecting 
the temis of this Agreement 

(d) In consideration of the Report(s) described in Section 3 above, 
Foundry will pay the individuals responsible for preparation of the Report(s) a total of no 
more than $3,000 United States Dollars withm thirty (30) days of receipt of the Report(s). 
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(e) M order to secure the making of the Sales Payment on the due date 
and the obligations raider paragraph 7 below: 

(i) Foimdiy shall not assign or transfer to any third party the benejSt of this 
Agreement and/or any of the Assigned Assets and/or any of the patents granted 
pursuant to any of the Applications without first obtaining from such third party a 
binding obligation to NHS Bradford and Sabaoatfaan to observe and perform the 
provisions and obhgations set out herein and in particular (but without limitation) the 
obligation to make ttie Sales Payment as calculated and provided under paragraph 6 
above and the obligations under paragraph 7 below; and 

(ii) Foundry grants to each 9f NE^S Bradford and Sabanathan, jointly and 
severally, an irrevocable power of attorn^ to execute such assigoments and oflier 
documents as necessary to revest all rights assigned to Foundry by this Assignment 
and all further rights derived therefrom into the joint names of NHS Bradford and 
Sabanathan, which power of attorney rigjits may be exercised only upon the failure 
of Foundry (or its assignees or transferees) to make the Sales Payment and/or to 
comply with Section 7. 

7. BrandjT tg 

(a) Foundry agrees that it will and will use all reasonable endeavours 
to procure that the Sellers (as defined in paragraph 6) will only sell, market and otherwise 
eoq)loit or promote products covered by the Applications or substantially evolving from or 
deriving from any of the devices covered by &e Applications under a name or title which 
prominently features the name ^'Sabanathan" as part of it and which thereby recognises 
the !taventor. 

(b) Without prejudice to paragraph 7(a) Foundry further agrees to use 
its reasonable endeavours to procure th^t any device or product which substantially 
derives or has evolved from any of the Technology, either solely or jointly with others 
bears the name "Sabanathan" as part of its title when marketed promoted sold or 
exploited 

S*. Miscellaneous. 

(a) Counterparts: Governing I^ . This Agreement may be executed 
in any number of counterparts, each of which will constitute an original, and all of which 
will together constitute this one Agreement This Agreement will be governed 
exclusively by English Law or, with respect to issues relating to rights under any patent, 
the patent laws of flbte jurisdiction in which the patent is pending or from which it issued 

(b) Entirg Agrwment This Agreement constitutes the entire 
understanding and agreement between Foundry, on the one hand, and NHS Bradford and ' 
Saba n a than, on the other hand, regarding the subject matter herein, and supersedes any 
and all other agreements or understandings of die parties regarding such subject matter. 
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(c) Amendment s and_Waivers , Any term of ibis Agreement may be 
amended or waived only with tibie writtra consent of &e parties. 

(d) J^tjiges^ Any notice reqiiired or permitted by tMsAgreemeat shall 
be in writing and shall be deemed sufficient upon receipt, when delivered personaDy or 
by cornier, ovOTiight delivery service or confirmed fecsimile, or forty-eight (48) hours 
after bemg deposited* in the regular mail as certiffed or registered mail (airmail if sent 
internationally) with postage prepaid, if such notice is addressed to the party to be 
notijBed at such party's address or fecsimile nmnb^ as set forth below, or as subsequently 
modified by written notice. 

(e) Severability . If one or more provisions of this Agreement are held 
to bo unenforceable under applicable law, the parties agree to renegotiate such provision 
in good J&itL In the event that the parties cannot reach a mutually agreeable and 
enforceable replacemrat for such provision, then (i) such provision shall be excluded 
from this Agreement, (ii) the balance of the Agreement shall be interpreted as if such 
provision were so excluded and (iii) the balance of the Agreement shall be enforceable in 
accordance with its terms, 

(g) Advice ofCounseL E^CH PARTY ACKNOWLEDGES THAT, 
IN EXECUTING THIS AGREEMENT, SUCH PARTY HAS HAD THE 
OPPORTUNITY TO SEEK THE ADVICE OF INDEPENDENT LEGAL COUNSEL, 
AND HAS READ AND UNDERSTOOD ALL OF THE TERMS AND PROVISIONS 
OF THIS AGREEMENT. THIS AGREEMENT SHALL NOT BE CONSTllUED 
AGAINST ANY PARTY BY REASON OF THE DRAFTING OR PREPARATION 
HEREOF. 

(h) Payments . All payments due heretmder shall be made in U.S, 
Dollars (S), and shall be payable net thirty (30) days following the due date exc^t as 
noted, 

(i) Foundry hereby covenants with NHS Bradford and Sabaixathan: 

TO indemnify each of NHS Bradfwd and Sabanathan and hold each of NHS 
Bradford and Sabanathan harmless in connection with any claim brought by a 
third party in relation to any liability caused by use of a lung occluder in 
accordance with the Applications or in relation to the Technology in any way; and 

to indemnify NHS Bradford and Sabanathan and to hold each of NHS Bradford 
and Sabaxxathan harmless in oormection with any claim fit>m any p^on in relation 
to it having made and prosecuted the Applications and/or arising out of Ihe 
Entitleraent Proceedings 
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Schedule I 
ASSIGNMEm- AGIUEEMENT 

This Assignment Agreement (this ^ "Assignment ") is made and entered into 
effective as of ■ • by and between 

The Fotmdry, LLC, a Delaware licmted Kability coiporation f' Toundiy' ')- 

Bradford Hospitals NHS Trust, a T3TOt organized md subsisting m 
the United Kingdom, of Duckworth Lane. Bradford, West Yorkshire, BD9 6RY, GB 
CTOS BrgdfOTd-Q^and 

Thirumani Sabaaathan, a United Kingdom citizen of 2A The Knoll, Calvericy, 
Leeds, LS28 5FB, GB ("Sabanathan"). 

RECITALS 

The parties hereto entered an agreement (the "Agreement") dated 

June 2 000 in which NHS Bradford and Sabanathan agreed to assign their 

respective right, title and interest in and to Technology (as defined in the Agreement), and 
other related rights, to Foundry. 

NOW THEREFORJE, the parties hereby agree as follows: 

1 . Definition of Assigned Assets. As used herein, "Assigned Assets" 

means: 

(a) The Technology, which is defined as information, trade secrets, 
know-how, intellectual property rights, cUmcal information, prototypes, or test data 
related to devices, systems, methods, or procedures for bronchial occlusion for isolation 
of diseased sections of lungs. Any information, prototypes, or other work in the field of 
fbis procedure performed directly by the late Dr. Sabanathan or by any associates, 
consultants, or related companies also constitutes the Technology. 

(b) All worldwide patents, patent applications, patent rights, 
copyrights, copyright registxatioi^ moral rights, trade secrets, know-how, mask work 
rights, rights in trade dress and packaging, and goodwill directly relating to the 
Technology, whettier arising under the laws of the United Kingdom, the United States of 
America or the laws of any other state, comrtry or jurisdiction ^dsting at the dare of this 
Agreement This includes the pending United Kingdom patent application number 
970868L3 and the international application number PCT/GB98/00652 ("the 
Applications") and any additional, continuation, continuation-in-pait, or division thereof 
or any substitute application therefore, any reissue, extension, or patent tran extension of 
any such patent, and any foreign counterpart of the foregoing- 
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(c) AH docmnftntation, dxaiks, papers, designs, schematics, diagrams, 
models, prototypes, source and object code (jr any foxm or fbxmai aad for all hardware 
platfonxts), computer-stoxed data, diskettes, mantiscripts and other items describing all or 
any part of Technology or any in&nnation related thereto or in which all or any part 
of the Technology, any ioitellectaal property li^t or such infoimation is set forth, 
embodied, recorded or stored existing at the date of this Agceeoieat 

2. In considCTation of the Agreemait, and- subject to its terms which are 
hereby incorporated in this Assignment, NHS Bxad£}rd and Sabanathan hereby sell, 
assign, transfer, release, quitclaim and convey to Foundry, NHS Bradford*s and 
SafoanaHian's entire dght, title and interest in and to each and all of the Assigned Assets. 
Without limiting the foregoing, NHS Bradford and Sabanathan hereby assign all their 
respective right, title and interest in and to the Applications; and all thdr respective right 
to ^le or prosecute patrat applications covering ^e Assigned Assets in any jurisdiction in 
the world. 

IN WITNESS WHEREOF, tiie undersigned ha.ve executed this Assignment 
effective as of the date and year first above writtoa. 

THE FOUNDRY, LLC BRADFORD HOSPITALS NHS TRUST 

By: ^ By: 

Name: Hanson S . GifFoTd. TTT Name: 

Title: President . Title: 

Address: The Foundry. T.LC! Address: Duckwontfi Lane 

6(H-D -Fifth Avenue. Bradford 

Redwood City. CA 94063 W^'^tYoMfg, BP9 <5RY 

TTSA United Kingdom 



THmUMANI SABANATHAN 



By: 

Address: 2A TheKnoH, 

Calveriey. 

Leeds- 
West Yorkshire. gFB 

TTnited Kinprdem 
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IN WITNESS WHEREOF, the undersigned have executed this Agreemem 
effective as of the dale and year first above written. 



THE FOUNDRY, LLC 



BRADJORD HOSPriALS NHS TRUST 



By: 



Name: Hanson S. Gifforllll 
Title: Piesident 



Address: The Foundry. LLC 
604-D Fifth Avenue. 



Redwood City. CA 94063 



USA 



By: "^Q^-^^ \^ 



Name: 

Title; cmf^j^y£6ur/]/£ 

Address: Duckworth Lane, 



BradfordL 



West Yorkshire. BD9 6RY 



United Kingdom 



THIRUMANl S aBANATHAjN 



By: 



Address: 2A The Knoll. 



Calverley, 



Leeds, 



West Yotkshire. LS28 5FB 
United Kingdom 
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IN WITNESS WHEREOF, the undersigoed have escecuted this Agreement 
effective as of the date and year first above written- 

THE FOUNDRY. LLC' BRADFORD HOSPITALS NHS TRUCT 

By: "Z&g^i^ 

Name: 

Title: Qf^/KF ^^jeeon\/j^ 

Address: Duckworth Lane^ 

Bradford. 

West Yorkshire. BD9 6RY 
United Kingdom 



By: ^ 

Address: 2A The Knoll. 

Calverlev. 

Leeds, 

West Yorkshire. LS28 5FB 
United Kingdom 




Name: Hanson S. Gifibrd, HI 
Title: Preadent 



Address: The Foundry, LLC 
604^D Fifth Avenue. 
Redwood City. CA 94063 

USA 



THIRUMANI SABANATHAN 
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0) BRADFOIO) HOSPTTALS NHS -miST 
-md- 

(2) TBSRVMANL SABANATHAN 



AGREEMENT 
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' MS A(3BGE3EMENT is dated this . day of 2000 

BETWEEN 

(1) BRADFORD HOSPITALS NHS TRUST, a United Kingdom Trust of Duckworfli Lane. 
Bradford, West Yorksliire, BD9 6BY ("the Hospital") of the first part; and 

(2) TfflRUMANI SABANATHAjN, a United Kingdotn citizen of 2A Tlie Knoll, Calverley, 
Leeds, LS28 5FB C'Sabanathan") of iiie second part 

WHEREAS 

A Sabanathan is the successor in title to the entire right and interest of Sabaratnam Sabanatban 
(Deceased) (the "Inventor"), a fonner employee of the Hospital, in and to axi invention made 
by bim and entitled "Occlusion Device" ("the Invennon"), the subject of Britisb patent 
application number 9708681.3 filed 30 .April 1997 and latemational patent application 
number PCT/GB98/00652 filed 03 March 1998 (together "the Applications") by virtue of a 
grant of probate dated 9^ October 1997 of the will of the Inventor pursuant to which 
Sabanatban is tihe only beneficiary and person entitled 

B The Hospital claimed ownership of the invention by virtue of its employment of the Investor 
and is the applicant (with the exception of &e United States of America) for the 
Applications. 

C Sabanatban disputes the Hospital's claim to ownership of the invention and intends to file an 
application ("ttie Entitlement Application*") in the United Kingdom Patent Office under 
Sections 8 and 12 of the Patents Act 1977. 

D The parties have agreed to subniit under Section 82(6) of fee Patents Act 1977 to tiie 
jurisdiction of the United Kingdom courts and the Ho^ital has agreed not to contest such 
Rititlement Application under and subject to the teims of this Agreement 

It is feerefoxe hereby agreed as follows: 

AGREEMENT 

1. Within 60 days of flie date hereof Sabanatban shall file the Entitlement Application under 
Sections 8 and 12 of the Patents Act 1977 questioning the entitlement of the Hospital to be 
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granted patents in tbie XJnited Kingdom and elsewhere on the basis of the Applications and on 
the ground that the inventor was not employed to make inventions and that Section 39 of the 
Patents Act 1977 does not apply to him. Sabaxxathan shall seek a ruling that the Application 
should proceed in her name alone. 

2. in consideration of tte sum of £1 (ONE POUND STERLING) Sabanathan shall execute, 
when requested to do so by ftie Hospital, an assignment in the foim set out in Schedule I 
hereto or in such other form as &e parties shall agree/ 

3. Jjx consideration of the Hospital not contesting the Entitlement Application and the Hospital 
complying with the tenns of this Agreement Sabanathan covenants tfiat she wfll not take any 
action against the Hospital or any of its officers, employees or advisors in connection with 
their making and/or prosecution of the Applications (or either of fliem) and/or in connection 
with ttie advice given or received ftereon , that she hereby agrees to waive all and any claims 
and/or causes of action against Qie Hospital or any of its officers^ employees or advisors 
arising therefrom or in connection therewith and that she hereby releases the Hospital and 
each of its officers, employees or advisors from all and any such claims and/or causes of 
action and/or any liability resulting flieiefrom. The parties acknowledge their joint intention 
that each of such ofBccrs, employees and/or advisors shall be entitled to Ae benefit of the 
covenant set forth herein. 

4. The proceeds of any transfer or exploitation of iht fcvention the Application and or any 
rights thereunder shall be shared equally between &e parties hereto net of any costs and 
expenses agreed by the parties 

5. The Hospital covenants with and to Sabanathan that it has not and will not enter into any 
agreement with any party relating to or associated with the Eavention or the Applications 
xvithout making lull and complete disclosure to her prior to entaering into such agreement 

6. Sabanathan hereby warrants to the Hospital tiiat she is the successor in title to the entire right 
and interest of the Inventor in and to the tivention. 

7. Each party acknowledges that, in executmg fliis Agreement^ such party has had the 
opportunity to seek independent legal advice, and has read and understood all of the tetms 
and provisions of tins Agreement This Agreement shall not be consirued against any party 
by reason of the drafting or preparation hereof. 
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\ Vm Agreement si^ersedes any previous agreement between fht parties in relation to the 
Invention and the Applications. 

IN tVTTNESS of which the parties have executed this Agreement as follows: 



SIG3m)by ' ) 

for and on behalf of BRADFORD ) 
HOSPITALS NHS TRUST ) 



SK^NED by THmCMANI ) 
SaBANATHAN ) 

) 
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SCHEDULEI 

DATED 2000 



q) TfflRUMAm SABANATHAN 
.and- 

(2) BRADFORD HOSPITALS NHS TRUST 



ASSIGNMENT 
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THIS ASSIGNMENT is dated this day of 2000 

BETWEEN 

0) THIRUMAlSnt SABANATHAJI. a United Kingdom citizen of 2A Ti» Knoll, Calveriey, 
Leeds. LS28 5FB ("Assignor"); and 

(2) BRABFOBl) HOSPFTALS NHS TRUST, a United Kingdom TVust of Duckworth Lane, 
Bradford, West Yoikshire,BD9 6RY("Assigiiee'')- * 

WHEREAS 

A The Assignor is now tixe proprietor of British patent appKcation number 9708681.3 and 
International patent application numbCT PCT/GB98/00652 (togeflier "tiie Applications") and 
is the beneficial o>vner of the invention entitled "Occlusion Device" ("tiie Invention'') by 
virtue of a. decision of the Comptroller of the Patent Ofifice dated 

B By virrue of the Agreement dated (the ''Agreement") between the 

parties^ Sabanathan agreed to enter this Assignment of a part share of the Invention to the 
Hospital. 

It is therefore hereby agreed as follows: 
AGREBN4ENT 

9. In consideration of the covenants given pursuant to clause 4 of the Agreement by the 
Assignee to the Assignor the Assignor hereby assigns with full title guarantee absolutely to 
the Assignee ftee of all liens, charges and encumbrances fliereon a half share in hw ri^t, 
title and interest in and to each of the Applications and in and to iht right to make a new 
application or ^plications whether divisional, continuation or continuation-in-part 
appHcation or applications, in respect of any part or parts of each of the Applications and in 
the rigjit to claim priority from 4e Applications pursuant to any convention or law (includiog 
without limitation fliC Paris Convention (as amende<Q) to the intent that the grant of any 
patents or similar protection shall be in tib« joint names of and shall vest in the Assignee and 
the Assignor jointly as tenants in common in equal shares. 

10; The Assignor undertakes tiaat she will, at the request and at the exprase of tiie Assignee, do 
all acts and execute all documents which may be necessary or desirable bofli to secure the 



BRADFORD HOSPrTAL AGREBMENT V4 (WORD 6) 



4 



6. JUL 2001 18:12 HARRISON 6O0DARD FOO 



NO. 405 P. 15 



vesting in the Assignee of the property and ri^ts assigned to the Assignee hereunder and to 
assist in the resolution of any issues arising concerning any future applications claiming 
priority from the Application. 

IL It is certified fliat this transadion does not form part of a larger transaction, or series of 
transactioxis, in respect of which the amount or value, or the aggregate amount or value, of 
flie consideration involved exceeds sixty thousand pounds (£60,000), 

12. . This Assignment shall be governed by, and construed in accordance with, Baglish law and 
the parties hereby submit to the exclusive jurisdiction of the English courts. 

IN WITNESS of which the parties have executed this agreement as follows: 

SIGNED by THBRUMANI ) 
SABANATHAN ) 

) 



SIGNED by ) 
for and on behalf of BRADFORD ) 
HOSPITALS NHS TRUST ) 



1 



IN THE MATTER OF AN 
APPLICATION UNDER 
SECTIONS 8(l)(a) AND 12(l)(a) 
PATENTS ACT 1977 BY 
THIRUMANI SABANATHAN 



STATEMENT OF CASE 



This is an application by Thirumani Sabanathan ("the 
Applicant") under Sections 8(1) (a) Patents Act 1977 in 
respect of three patent applications, namely United 
Kingdom Patent Application No 9708681.3 ("the British"), 
International Patent Application No PCT/GB98/00652 
("the International"), and European Patent Application No 
98908220.1 ("the European"), together referred to as "the 
Applications" for the same invention ("the Invention") 
relating to a Lung Treatment Device. 

The British was filed on 30 April 1997 and published under 
the number 2324729 on 04 November 1998. The British 
application was filed in the name of Bradford Hospitals 
NHS Trust a United Trust set up under the Bradford 
Hospitals National Health Service Trust (Establishment) 
Order 1990 ("the Hospital") identifying, shortiy after filing, 
the sole inventor Sabaratnam Sabanathan ("the Inventor"), a 
British subject resident at that time at 8 Foster Park Road, 
Denholme, Bradford, United Kingdom. The British is 
currentiy pending in the United Kingdom Patent Office, 
examination having been requested on 23 October 1998. 
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3. The Inventor died on 29 April 1997 and the present 
application is made by his widow and sole heir (by virtue of 
a Grant of Probate dated 09 October 1997 of the will of the 
Inventor). 

4. The International was filed on 03 March 1998 in the joint 
names of the Hospital and the Applicant, although for the 
United States the Applicant was sole applicant. The 
Applicant consented to the filing of the International by 
executing a Power of Attorney in favour of the agent, Mr 
Mark Lunt of Dibb Lupton Alsop. The International was 
published under the title "Occlusion Device" under the 
number WO98/48706, a copy is attached as Appendix 1. 

5. The Applicant was at all material times unaware of the 
identification made of applicants in the International and 
did not know she was identified as applicant for the United 
States. She was not given a copy of WO98/48706. 

6. The European is the regional phase of the International, but 
was not entered in due time in the European Patent Office 
("EPO") and has now been treated as withdrawn. 

7. No national or regional phases of the International were 
filed by the due date of 20 October 1999 (or 30 November 
1999 in the case of the EPO and some other territories). 

8. The Inventor was employed by the Hospital as a consultant 
surgeon in Thoracic Surgery in 1989 and a copy of his Job 
Description is attached as Appendix 2. There is no 
requirement for him to conduct research. His time is to be 
devoted to patient care and teaching. All the research that 
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the Inventor did undertake he did so in his own time. His 
job at all material times was to treat patients to the best of 
his technical ability and to pass on his skills to others. The 
position is consistent with the findings in Greater Glasgow 
Health Board's application: 1996 RFC 207 in which it was 
held that improving patient care was not the same as being 
employed to invent. 

9. Consequently, it is submitted that the Hospital should not 
unilaterally have claimed ownership of the Invention by 
marking itself an applicant by virtue of Section 39(1) (a) of 
the Patents Act 1977, if that is what it has done. 

10. As well as being employed by the Hospital, the Inventor 
also had his own private practice in which he was self- 
employed. It was in the course of his private work that he 
made the Invention and he had no special obligation to 
further the interests of the Hospital. Consequently, the 
Hospital should not have claimed ownership of the 
Invention under Section 39(1) (b) Patents Act 1977 if that is 
what it has done. 

11. Although the Hospital filed the Applications at no time did 
the Inventor agree that the Invention was to be owned, 
even in part, by the Hospital. In the relevant 
correspondence there is no mention of the Hospital owning 
Invention or any part of it. See his letter of 11 April 1997 
to Mr Lunt Appendix 3; Mr Lunt's reply of 23 April 1997 
Appendix 4; and the Inventor's response of 25 April 1997 
Appendix 5. He was of the view that some accommodatioii 
with the Hospital would be reached in the end. He also had 
support for his view on this from colleagues in the 
Hospital. See Dr Richardson's letter to Mr Lunt dated 02 
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May 1997 Appendix 6 following Mr Lunt's letter of 30 April 
1997. 

12. He may have thought that as the Hospital acknowledged his 
inventorship this was an acknowledgement of his ownership 
of the Invention. 

13. After the Inventor died, the present Applicant permitted the 
. Hospital to take the lead in developing the idea 

commercially. She believed that the Hospital and their 
patent attorneys Dibb Lupton Alsop would keep her 
informed of developments. 

14. However, in October 1999 the Hospital evidently decided 
not to proceed further with the Applications and as a result 
the International application terminated without national or 
regional phase entry in any of the originally designated 
countries. Consequently, the European application was 
deemed withdrawn. The Applicant was not informed. The 
Applicant was also not informed when the European Patent 
Office sent its notices to the registered applicant in 
connection with the European application under rules 
85(a)(1) and (b) European Patent Convention. 

15. The first knowledge that the Applicant had that the 
International had lapsed was when she was approached in 
February 2000 by Mr Hanson Gifford of The Foundry, a US 
Limited Liability Company incorporated in Delaware. Mr 
Gifford expressed an interest in the Invention, but 
explained that, according to the Hospital's patent attorneys, 
the European and the International were deemed 
withdrawn. 
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16, Following negotiations with the Hospital and the Foundry 
the Applicant has decided to seek an order that the 
Invention belongs solely to her through her husband's (the 
Inventor's) estate. 

17. Accordingly it is requested that the Comptroller order as 
follows: 

a) that, under Section 7(2)(a) Patents Act 1977, the 
Invention belongs solely to the Applicant and Section 
39(1) (a) or (b) Patents Act 1977 do not apply; 

b) that, under Section 8(2) (a) Patents Act 1977, the 
British application should proceed henceforth in the 
sole name of the Applicant; 

c) that, under Section 12(l)(a) Patents Act 1977, the 
International application and such rights as may remain 
in it for the purpose of entering the national phase 
thereof in any country designated in the International 
application (excepting countries designated via the 
European Patent Office) shall belong and shall be 
deemed always to have belonged solely to the 
Applicant; and 

d) that under Section 12(l)(a) Patents Act 1977, the 
European application and such rights as may be 
provided by the European Patent Convention under 
Articles 60 and 61 thereof to persons adjudged to be 
entitied to the grant of a European patent, shaU belong 
solely to the Applicant. 



Dated this day of 



2000 



By Bailey Walsh & Co 
Agents for the Applicant 
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LAST UAWlrtW riLHinnj^ 



PATENTS ACT 1977 

IN THE MATTER of UK patent application 
No. 970868 1 .3, Intemationalpatent appUcarion 
No- PCT /GB9S/00652 and Ewopeaa patjsnt 
application No. 98908220.1 in tho i«une of 

Bradford Hospitals NHS Trust ' 
aad 

a reference under sections 8(lXa) and 12(lXa) 
by ThinimanL Sabanatiian 

.DECISION 

Introdaction 

I The invention to which these appUcations relate is ari obturator for inaerti^^ 
bronchialtubeormbuleofalungtosealagainst.tbepassageoffluida. The device is intended 

for use in the treatment of emphy^ by pr^enting air &om being drawn into the blocked 
hyper.inflatedalveoliwhichareacharacteristioofthisdisease.thusaaowi^^ 
= ^UevepressureonneighbouringalveoU. It can also be used in cases of bleeding into theWg 
to confine the blood to aiestiicted area andprevent it Wbeing spread by coughing. 

2 UK Patent appUcationNo. 9708681 .3 was filed in the name of Bradford HospitalsNHS 
TrustrtheHospital")on30 April l9SK7.1twaspublishedasNo.QB2324729Aon4November 

1998 and Is currently undergomg substantive examination. No patent has yet been granted. 
Fonn 7/77 filed on 15 May 1997 Identifies Sabaratnam Sabanathan as inventor and states that 
the right to be grated apatent is derived .♦byvirhie oftheemploymentof the inventor by the 

Applicaut". 

3. InternationalappUcationNo.PCT/OB98/00632underthePatentCoopemtionTrea^ 

aied oa 3 March 1998 widi a claim to priority from the above UK application. It names the 
Hospitalas applicant for aUdesignatedStatcsexcepttheUS.andthepreseatreferrer,T^ 

Sabanadian as applicant for the US only, by virme of being heir of the deceased inventor. The 
international application was published as No. WO 98/48706 Al on 5 November 1998. 



4. European application No. 98908220.1 is the application which .arises from the 
designation of a European patent in the international application. 



5. The statement of case was filed in the name of the referrer on 7 September 2000, seeking 
to establish that the invention belonged solely to her through the estate of her husband, the 
inventor, and asking the comptroller to make certain orders as a consequence. The patent agents 
acting for the Hospital wrote to the Patent Office on I December 2000 stating: 

"Bradford NfiS Trust does not dispute the refe?ence under Sections 8(f)(a) and I2(l)(a)filed 
by the inventor's widow in the circumstances of the present cose. Accordingly, no counter^ 
statement willbefiled The hospital had understood that the reference was goingto be filed from 
the requests for copies of correspondence etc. from our file, with which the hospital had co- 
operated " : 

6. I take it therefijro that the facts upon which Mrs Sabanathan relies in her statement 
represent common ground between her and the Hospital. Accordingly, it faUs to me to decide, - 
on the balance of probabiUtics, whether the case she sets out in the statement and the documents 
fUcd widi it isaufScient to establish her entitlement to the invention. 

The referrer** ease 

7. The course of events as they appear ftom the statement is that the inventor. Mr 
Sabanathan. had been employed by the Hospital as a consultant in thoracic surgery in 1989 but 
also hadaprivate practice in which he was self-^ployed. He died suddenly On 29 April 1997. 
one day before the filing of the initial UK application. No. 970868 1 .3 . 

8. After her husband died. Mrs Sabanathan allowed the Hospital to take the lead in 
developing the invention commerciaUy, believing that she would be kept informed of progress, 
either by the Hospital or by their patent agents Dibfa Lupton Alsop. On 3 1 March 1998 she 
executed a power of attorney appointing Mr Mark Lunt of Dibb Lupton Alsop as agent for the 
purposes of the international application which had recenUy been filed. 



9. 



Mrs Sabanathan thereajfter heard nothing further until February 2000, when she 



was 



approached by a representative of The Foundry (a US company) who expressed interest in die 



iavemioa but explained that accordiag to the Hospital's pateac attorneys, th. international 
application aad the EuropeanappUcationarisingu^deritweredeeaxedwithd^a^v.It^^^^^^ 
that the iatematiooal appUcation had been allowed to lapse without entering the nanonal or 
^gional phase in any of the designated States Mn Sabanathan made the present reference 
following negotiations with the Hospital and The Foundry. 



10. 



Mis Sabanathan's arguments can be summarised as follows: 



. MrSabanathanwasetnployedbytheHospitaltocareforpaUentsandtoteaphitherewas 
ooreqturemeutforhimtocondnctresearch.Therefon:consistentwithto^ 

. clainiownershipoftheinventionundersection39(lXa)oftheAct 

t 

. Hemadetheinventioninthecourseofhis'priYatewoikandhadnospecialobtigat^^^ 
forthcr the interests of the Hospital, who could not dierefore clahn ownership tmder section 
39(lXb)- 

He had at no time agreed that the invention was to be owned either wholly or in part by 
axe Hospital. 

lusnpportof dicfiiBttwo of these arguments there has been filed a copy of a job descripttonfor 
Mr Sabanathan's post with the Hospital. In support of the third there has been filed 
correspondence betweea Mr Sabanathan and Mr Lunt dwing the period from 23 to 30 AprU 
19?7.andaletter dated2May 1997 from Mr Sabanathan'scolleague Mr Richardson irf^ 

Mr Lunt of Mr Saban>thai)i's deatL 



Analysis 

U. The fust two of Mis Sabanathan's arguments turn on section 39 of the Act. the relevant- 
portion of which reads: 

" (1) Notwithstanding anything in any rule of law, an invention made by an employee 
shall as between him and his employer, be taken to belong to his employer for the 
purposes of this Act and all other purposes if- 



(a) it woi- made in the normal course of duties of the employee or in the course 
of duties falling outside ' his normal duties, but specifically assigned to him, and the 
circumstances in either case were such that an invention might reasonably be expected 
to result from the carrying out of his duties; or 

(b) the invention w,as made in the course of the duties of the employee and , at the 
time of making the invention, because of the nature of his duties and the particular 
responsibilities arising from the nature of his duties he had a special obligation to 
further the interests of the employer's undertaking. 

/ 

(2) Any other invention made by an employee shall, as between him and his employer, 
be taken for those purposes to belong to the employee. " 

12. As I have explained above Mrs Sabanathaa's arguments are not contested by the Hospital. 
If this is indeed (he truth of the matter, thea clearly under section 39 the (invention belonged to 
Mr Sabanathan rather than the Hospital. However, I believe thai before coming to this 
conclusion I should consider the matter in the light of the job description for Mr Sabanathaa's 
post with the Hospital, which was filed with the statement. 

13» I observe that this does not on the fiace of it appear to be a contractual document. From 
the matter at the foot of page 4 referring to subsequent interviews it would seem to a copy of a 
document sent to prospective interviewees. Nevertheless, in the absence of any contest of the 
matter by the Hospital, I am satisfied that it does indeed define and describe the duties which die 
Hospital required Mr Sabanathan to perform. 

14. Turning to what appear to me to be the relevant parts of Uiis document, sections 1 and2 
state that the post is for a Consultant in Thoracic Surgery to be based at Bradford Royal 
Infirmaiy^ and its purpose is stated in section 4 to be 'To join the Consultant Surgeon in post to 
provide comprehensive Thoracic Surgery services to the catchment population of approximately 
1 milUon", The duties of ttie post ar6 listed as items (i) to (vii) in section 7. 

15, Items (i) to (v) deal with surgical services, emergency hospital cover, out-patient clinics, 
surgical audits, and advice to other consultants^ and are matters which the postholder will 
provide. Item (vi) expects the postholder to participate in certain regional cardiothpracic 



meetings and post-graduate training progranunes. Research is covered by the Final* item, (vii), 
which (emphasis added) states: 

"It is hoped that the appointee will promote and initiate research in Thoracic Surgery 

A provisional time-table follows, allocating time under die headings Management, Teaching, . 
Surgical Audit, Ward Roxxnd, Operating and Clinic. No mention is made of study or research, 
and only alternate Friday afternoons are left free. ^ 

16. Some fiuther guidance as to the relevant unportance of research in relation to. the other 
duties can be gleaned from the following statements elsewhere in the document: 

^^Consultants have a primary role to provide clinical services tQ patients referred to thenu '* 
(Secdon 6 Kncs 5-6 tConsuItants relatiotoship with Health Authority and General managers.) 

*'The University of Bradford has a Department of medical and Surgical Sciences and makes its 
laboratory facilities available to Consultants engaged in research projects. '^Section 8 lines 5-8: 
Postgraduate and Rjesearch.) 

'^Research funds are available in competition with other bids from the Regional Health 
Authority, " (Section 10 lines 3-4: Developments.) 

17. In the light of the judgment of Jacob J in Greater Glasgow Health Board's Application 
[1996] RFC 206, to which the refenper draws aitentioa, I think it is clear that the Hospital did not 
in reality engage Mr Sabanathan to carry out research, and did not expect an invention to result 
from the carrying out ofhis duties. Unlike the other listed dxities, the "duty" to carry out research 
is expressed merely in terms of hope rather than obligation or expectatiotL 1 do not think the 
Hospital were doing anything more than giving Mr Sabanathan an opportunity to engage in 
research if he wished, in such time as he could spare from his primary duties relating to patient 
care, teaching and management . 

18, Thus, in the Greater Glasgow case the inventor was employed as a hospital registrar on 
tenns which included e:q)ectations, not listed as part of the specific duties of the contract, that 
he would engage in teaching and research. Whilst involved in private study at home he made an 



invention which enabled him to do his job better. As Jacob J. put it at page 222 lines 24-34: 

"One gets a very clear picture of what the doctor was doing. He was doing some teaching, and 
any professional man in his position would be taking an interest in research so far as it was 
possible consistent with his primary and essential Junction of Creating patients, 

Dr Montgomery made the Invention in his own time, actually when he was preparing for some 
Jurther examinations. He was not treating a patient He was considering the problem of eye 
examination generally. ^ 

I have come to the very, very clear conclusion that when he made that invention he was not 
acting in the course ofhis normal duties as a registrar/' 

and at page 223 lines 17-22, coastniing the second limb of section 39(l)(a) in the light of Harris ' 
Patent [in5]JCPC 19: 

"Falconer J pointed out that the circumstances referred to were not the general circumstances 
of employment but the particular circumstances surrounding the making of the invention. The 
particular circumstances in which this invention was made were nothing to do with Dr 
Montgomery carrying out his duties. He was at home. He was doing his exams, " 

19, It being common ground that the invention was made in Dr Sabanathan's own time, the 
circmnstances are on all fom with Greater Glasgow. Indeed they favour the inventor even 
fiirther iathat there is merely a "hope" - not even an "expectation" as in Greater Glasgow - that 
research will be carried out Whilst I accept that, unlike Greater Glasgow, the hope is expressed 
as a duty, I do not think that affects the undKiying reality 

20. That suffices to dispose of the argument under section 39(lXa). However, I am referred 
also to section 39(l)(b), wtiich was not in issue in Greater Glasgow, and this refers to inventions 
made in the course of the "duties**, as distinct &om the '^normal duties" of the employee. 
Nevertheless I consider my reasoning above to apply equally to die first limb of section 39(1 )(b). 
This suffices to dispose also of the argmnent under this subsection, and I do act need to consider 
its second limb, namely whether Mr Sabanathan was acting under a special obligation to further 
the interests of his employer's undertaking when he made the invention. 



21. I am therefore satisfied that under section 39 the invention belonged to Mr Sabanathan 
and not the Hospital. It follows that the Hospital were not entitled to claim ownership by virtue 
of their employment of the inventor. I now cum to the quesUon underlying the third of Mrs 
Sabanathan's arguments, namely whether there had been any agreement by the inventor that the 
invention was to be owned by the Hospital. 

22. The correspondence which Mrs Sabanathan has put forward is in fact silent in the matter 
of ownership. It is concerned largely with the draftihg of the patent spe«^ication and whether 
others besides Mr Sabanathan were entitled to claim inventorship. It is perhaps surprising that, 
if the Hospital did own the invention. Mr Ltmt was corresponding directly with Mr Sabanathan 
in this way. In paragraph 12 of the statement it is surmised diat Mr Sabanathan may have 

. assumed that the acknowledgemmt of his inventorsliip by the Hospital was tantamount to an 
ackaiowledgemait of hi^ ownra^hip. It seems all too likely that the ownership issue was never 
clearly resolved betwe«i the Hospital and Mr Sabanathan before his death. • 

23; There is therefore nothing before me to suggest a transfer of ownership from Mr 
Sabanathan to the Hospital, and displace the operation of section 39 in Mr Sabanathan's favour. 
Indeed the Hospital have not disputed Mrs Sabanathan's argument that there was no such 
transfer. 

Findings and Orders 

24. I find that therefore that the invention belonged to Mr Sabanathan by virtue of section 
39(2) of the Act, and was not transferred to the Hospital. Although it is not made clear in the 
exttact from the probate documents which were filed with the reference, I accept that his widow 
Mrs Sabanathan is his heir at law, and I find that she has the tight to be granted a UK patent as 
his successor in title under section 7(2)(c) of the Act. 

25. I therefore order that under section 8(2)(a) of the Act, UK patent appUcation No. 
970868 1.3 shouldhenceforth proceed solely in the name of the refetrer. Thirumani Sabanathan. 

26. MrsSabanathanhasaskedfororderstobemadeundcrsection 12(l)(a)thatshe is entitled 
to the international application and such rights as renxain in it for the purposes of entering the 



tiatioaal phase in any designated State (except those designated via the European route): and to 
the European application and such rights as may be provided under Anicles 60 and 61 of the 
European Patent Convention to persons entitled to grant. However, both these applications may 
now fall to be treated as withdrawn through feilure of the international application to enter any 
regional or national phases within the prescribed periods (although I note that the European 
Patent Office register shows the European application as still subsisting). If so, the decision as 
to whether the applications can be revived to allow a patent to be granted is one for each of the 
national and regional authorities before which Mrs Sabanathan wisfies to proceed, and is not 
within my power to make. Whilst section 12 gives me a power to make such order as I think fit 
to give effect to my determination on entitlement, any such order will be subject to the 
appropriate national or regional law, and may be of limited effect 

27. Undersection 12(l)(a,)I therefore merely declare that according to United Kingdomlaw 
the invention of 'mtemational application l^o. PCT/GB98/00652 belonged to Sabaratnam 
Sabanathan and not to his employer Bradford Hospitals NHS Trust* and no rights in any patent 
application were transferred to the latter. It will then be open for Mre Sabanathan as Mr 
Sabanathan's successor in title to produce this declaration in any desig;nated State or region in 
which she wishes to proceed. 

28. I note that section 12(6)(c) gives the comptroller power to order a new UK application 
to be made in a case where a published international application is withdrawn. However a UK 
application is still in being and I therefore make no order under this subsection. 

29. . As regards the European patent application, section 12(3) says that in its application to 
European patents section 12 is subject to section 82, which by virtue of section 82(3) applies to 
a question arising before grant of a European patent whether a person has the right to be granted 
a European patent or a share in such patent By virtue at least of die fact that the Hospital has 
its principal place of biisiness in the United Kingdom, I have a jurisdiction to determine that 
question under section 82(4) or 82(5) (depending upon whether or not it is construed as an 
employer-employee question). Section 82(8) aQows me to make an order under section 12. 



30. Having regard to my findings above, I therefore declare that under Article 60 EPC the 
right to a European patent arising from European application No. 98908220. 1, insofar as it gtill 
subsists and including any rights arising in consequence under Article 61 EPC, belongs solely 
to Thinimam Sabanathan as successor in title to the inventor Sabaratnam Sabanathan* 

Costs 

3 1 . Neither party has asked for costs and I make no award. ^ 
Appeal 

32. This not being a matter of procedure, die period for appeal is six weeks. 
Datedthis25thday of January 2001 : 
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Divisiooai Director, acting for the Comptroller 
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GREATER GLASGOW HEALTH BOARD'S APPLICATION 
Chancery Division (PATENTS COURT) 
[1996] RPC 207 
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CATCHWORDS: 

Patent Application - Ownership Entitlement dispute ~ Employee-inventor ~ Registrar at hospital ~ Whether 
invention made in the course of his employment ~ Whether duties extended beyond clinical duties to research — 
Whether invention reasonably expected to result from his duties - Patents Act 1977, sections 12(l)(b), 39(1), (2), 42(2). 

HEADNOTE: 

This was an application by the inventor M, for an order that international application No PCT/GB9O/00465 filed in 
the name of his employer, the Greater Glasgow Health Board, and all national applications resulting from it should 
proceed in his name alone. 

In 1988 M made an invention relating to an optical spacing device for use with an indirect ophthalmoscope. It was 
common ground that at the time of making the invention he was employed as a Registrar in the Department of 
Ophthalmology at the Western Infirmary Tennent Institute. Some staff at the Institute were paid by Glasgow University 
and had clinical appointments, some were paid by the Health Board and had honorary University appointments while 
others were paid in part by the University and in part by the Health Board. M was paid by the Health Board. The 
Institute provided a research facility that was in effect a support xmit common to both the Infirmary and the University, 
although the emphasis towards research was biased towards the University. It was also common ground that M had 
conceived the original idea for the invention not during clinical work but while he was involved in private study at 
home. M and the Health Board agreed that a patent application would be filed by the Health Board on the 
understanding that a joint referral would be made to the Comptroller to determine who was entitled to the rights in the 
invention. 

M*s job description stated that his duties were clinical responsibilities in the out-patient department and in casualty 
and ophthalmic and general care of in-patients including ophthalmic surgery. In practice M was working just over 80 
hours a week in the exercise of his clinical responsibilities. The job description also included a number of other items 
not described as duties including participation in the undergraduate and postgraduate teaching of ophthalmology. He 
was also "expected to avail himself of the facilities provided" for basic and clinical research. The evidence of his head 
of department was that M was not contracted to do research but that he was able, if he wished to become involved with 
the University side of the Institute, to further his career by contributing to the University's teaching and research 
programme. M argued that he was not employed to invent and that the rights in the invention belonged to him. 

The Health Board claimed that the purpose of the Institute's research facility was to seek improvement in the 
treatment and diagnostic care of patients; that the duties of a doctor in M's position in assessing and treating patients 
included seeking to overcome any problems encountered in their treatment including problems involving ophthalmic 
equipment which was either not performing satisfactorily or was in some way inadequate. 

The Hearing Officer held that the rights in the invention belonged to the Health Board on the basis that whilst research 
may not have been a regular feature of M's work it was a facility to which someone in his position with responsibilities 
to patients would need to turn in the normal course of his work and accordingly the making of the invention was 
connected with M's primary duties as a clinician. M appealed to the Patents Court. 



Held, allowing the appeal: 



(1) It was a fallacy to assume on the basis that M's duty was to treat patients that it extended to devising new ways of 
diagnosing and treating patients. 

(2) The particular circumstances of M making the invention had nothing to do with the carrying out of his duties. 
Whilst M's invention might be a useful accessory to his contracted work it was not really part of it. 

Harris' Patent [1985] RPC 19 and Stephenson, Jordan & Harrison v MacDonald & Evans (1952) 69 RPC 10 referred 
to. 

Observed:- 

Doctors frequently devise new and better treatments. Some of those will involve patentable inventions. Most doctors 
are employed. If, just because they are employed and because the invention could be used for the purpose of their 
employment, the invention belongs to the employer then many doctors would be placed in a very difficult position - 
"Can they publish what they have devised?", "Do they have to get their employer's permission to publish?" At present 
they do not. I do not see why they should in the future. 

CASES-REF-TO: 

Electrolux Ltd v Hudson [1977] FSR 312 

Patchett V Sterling Engineering Co Ltd (1955) 72 RPC 50 

INTRODUCTION: 

PJ Herbert:- The application in suit was filed on 29 March 1990 in the name of the Greater Glasgow Health Board 
(the GGHB) with a priority date of 30 March 1989 based on GB application number GB8907 156.7. The application 
names Dr Montgomery as the sole inventor and relates to an optical spacing device for use with an indirect 
ophthalmoscope which allows accurate localisation of the image of the retina in three-dimensions so that measurements 
relative to anatomical features of the retina can be carried out. The stated object of the invention is to mitigate certain 
disadvantages experienced with existing measuring equipment and to provide a device with which quantitative 
measurements of the retina can be made. 

The reference under section 12 was filed on 17 July 1991 in the name of Dr Donald Mitchell Inglis Montgomery 
seeking relief in the form of an order that the International Patent Application and any national applications resulting 
from the International Application shall proceed solely in the name of Dr Montgomery or such other relief as the 
Comptroller may direct. After the completion of the usual rounds of evidence, the matter came before me at a Hearing 
on 19 July 1994. 

Evidence for the referrer is given by Dr Montgomery himself, Professor Foulds who, at the time of the invention, was 
Head of Department at the Tennent Institute of Ophdialmology, Angus MacCuish, Consultant Physician in charge of the 
Diabetic Centre at the Glasgow Royal Infirmary, and John Macfarlane and Ian Irving who are respectively Senior 
Medical and Medical Technical Officers at die Tennent Institute of Ophthalmology. Evidence for the GGHB is given 
by Dr George Forwell (Chief Administrative Medical Officer and Director of Public Health of GGHB), Dr John Rowan 
(Deputy Director of Department of Clinical Physics and Bio-Engineering), Charles Fleming (Assistant Director of 
Planning and Commercial Development at GGHB), Simon Skinner (Head of Patent Services at GGHB and former 
Assistant Director of Administration), Fergus Neil (Director of the Industrial and Conmiercial Development Service of 
the University of Glasgow), Michael Cleary (former Director of Administration at GGHB), Robert Naismith (partner in 
the firm of Cruikshank & Fairweather, Chartered Patent Agents), and Donald Allen (employed as a senior physicist by 
GGHB at the time of the invention). 

There is no dispute between the parties that Dr Montgomery is the sole mventor of the optical spacing device and that 
at the time of making the invention he was employed by the GGHB. A substantial part of the evidence from both sides 
relates to correspondence, discussions and negotiations between Dr Montgomery and the GGHB leading up to, and 
subsequent to, the filing of the patent application and to the possible sharing of potential profits resulting from 
exploitation of the invention. The matter I have to decide, however, is whether the application in suit belongs to Dr 
Montgomery or to the GGHB having regard to the requirements of sections 39(1) and 39(2) of the Act which state: 



Section 39(1) 



Notwithstanding anything in any rule of law, an invention made by an employee shall, as between him and his 
employer, be taken to belong to his employer for the purposes of this Act and all other purposes if - 

(a) it was made in the course of the normal duties of the employee or in the course of duties falling outside his normal 
duties, but specifically assigned to him, and the circumstances in either case were such that an invention might 
reasonably be expected to result from the carrying out of his duties; or 

(b) the invention was made in the course of the duties of the employee and, at the time of making the invention, 
because of the nature of his duties and the particular responsibilities arising from the nature of his duties he had a 
special obligation to further the interests of the employer's undertaking. 

Section 39(2) 

Any other invention made by an employee shall, as between him and his employer, be taken for those purposes to 
belong to the employee." 

It was common groimd between coimsel that section 39 is declaratory of the situation which existed under common 
law prior to the coming into force of the 1977 Act and that, in the circumstances of the present case, the alternative set 
out in section 39(1 )(a) is not applicable, that is that there is no question of Dr Montgomery having made the invention in 
the course of duties falling outside his normal duties but specifically assigned to him. The matter in dispute therefore is 
whether Dr Montgomery made the invention in the course of his normal duties in circumstances such that an invention 
might reasonably be expected to result in accordance with section 39(1 )(a) or whether, at the time of making the 
invention, he had a special obligation to further the interests of the employer's undertaking in accordance with section 
39(1 )(b). If neither of these requirements is satisfied, then the mvention belongs to Dr Montgomery by virtue of section 
39(2). 

At the time when the invention was conceived Dr Montgomery was employed by GGHB as a Registrar in the 
Department of Ophthalmology at the Western Infirmary, Tennent Institute. His duties, which are set out in his original 
offer of employment and job description to which I will return later, were primarily of a clinical nature concerning the 
assessment and treatment of patients and any teaching and research activities it was agreed by counsel were subsidiary. 

The relationship between GGHB, the Tennent Institute and the University of Glasgow is complex. According to Dr 
Forwell, within the Tennent Institute some University staff are paid by the University and have clinical appointments, 
some Health Board staff are paid by the Health Board and have honorary University appointments, and some staff are 
paid in part by the University and in part by the Health Board; in this particular case, Dr Montgomery was paid by the 
GGHB and that, as Mr Hamer put it with reference to Mr Neil's evidence, is the only reason why Dr Montgomery is 
allowed to put his feet inside the door. Although Dr Montgomery contends in paragraph 5 of his first affidavit that it is 
the University Department and not GGHB which has teaching and research responsibilities in the Tennent Institute, this 
is disputed by Dr Rowan who states that GGHB does have research responsibilities in the Institute although he concedes 
that a large part of the research is, in fact, conducted by University of Glasgow staff. Dr Rowan goes on to say that the 
Tennent Institute offers an intellectually stimulating environment where Board and University of Glasgow staff work, 
sometimes in co-operation, on a variety of clinical problems. 

I put it to Mr Hamer, and Mr Fysh did not disagree, that the research facility provided by the Institute is in effect a 
support xmit common to the University and the Western Infirmary, although I accept that the emphasis on research is 
biased towards the University. 

Dr Montgomery states that he had the original idea for the invention, not during clinical work, but while he was 
involved in private study at home and that the GGHB, which was his employer at the time, did not give him any duties 
which resulted in the invention and made no contribution in material, financial or intellectual terms to its development. 
He further states that he co-operated in the filing of the application under protest and on the understanding that, in the 
absence of any agreement between himself and GGHB as to how the invention should be exploited and any rewards 
shared, a joint referral would be made to the Comptroller to determme entitlement as to the rights of the invention. I do 
not consider, however, that this alleged agreement to a joint referral or his reluctance to agree to filing the application is 



particularly relevant to the matter in dispute except to the extent that it demonstrates that Dr Montgomery has always 
believed that the invention belonged to him alone. 

The GGHB does not challenge Dr Montgomery's account of the circumstances in which the invention was made. 
Although Dr Rowan alleges that Dr Montgomery used a technician at the Department to prepare a prototype of the 
invention, Mr Hamer accepted that Dr Montgomery made the prototype at home in the light of Dr Montgomery's denial 
and supporting evidence from Mr Macfarlane and Mr Irving. Thus, although it is comparatively unusual in my 
experience in an entitlement case, there is agreement on the circimistances in which the invention arose and the essential 
questions to be resolved are the nature of Dr Montgomery's normal duties and whether the circumstances were such that 
an invention might reasonably have been expected to result. 

Although Mr Fysh accepted for the purposes of the Hearing that the onus lay with the referrer, he submitted that 
English law leans against employers and he invited me to approach this dispute with a liberal pre-disposition towards 
the employee by applying the philosophy of English law that a professional man in particular is entitled to make use of 
his expertise unless the law says otherwise, in other words, that I should find for Dr Montgomery unless I conclude on 
the balance of probabilities that the case falls within the specific exceptions of 39(l)(a) and (b) which Mr Fysh termed 
respectively the "employed to invent" and "the directors"' exceptions. Mr Hamer expressed concern at this approach 
and in particular lest I be xmduly influenced by Mr Fysh's shorthand references to the sections of the Act. In the 
circumstances of this case, in which it is clear from the evidence that there was a dispute about ownership from the 
outset and that neither side had great expertise in patent matters, I do not think that it would be right for me to consider 
the matter from the outset with any sort of presxmiption in favour of either party; the Act makes it quite clear that, unless 
the exceptions set out in sections 39(1 )(a) and (b) apply, the invention belongs to the employee by virtue of section 
39(2). 

Turning to the matter of Dr Montgomery's normal duties and with reference to his curriculum vitae, Mr Fysh argued 
that it is clear that Dr Montgomery regards his main duties as clinical and surgical work and that his research work, his 
teaching activities and the preparation and presentation of learned papers are secondary, and that he is not, as the GGHB 
would have me believe, primarily a researcher. Although from their evidence the GGHB might have thought that Dr 
Montgomery should be undertaking the ancillary duties, it was clear in Mr Fysh's view that, in practice, he was 
concerned with the clinical and surgical treatment of eye disease. 

Mr Fysh conceded that the invention of the application in suit relates to a product which can be used in the ophthalmic 
departments of hospitals, particularly teaching hospitals like the Tennent Institute, and that it is a product within the 
field of Dr Montgomery's specialist professional knowledge and expertise and was devised as a result of his specialist 
experience. However, he went on to state "But these two facts alone do not ipso facto make it the Hospital Board's 
invention. The statute identifies the enquiry by reference not just to duties or experience or what a person does, but to 
his normal duties; the normal duties of an employee are the ordinary duties and in the context of the work the ordinary 
things one is required to do at work, not extraordinary things, not ancillary things — the normal things-" and in his 
submission, section 39(l)(a) merely reflects the "employed to invent" employee. According to Mr Fysh I must consider 
not only the contract of employment but also the reality of the work which Dr Montgomery does in determining his 
normal duties and in support of his submission Mr Fysh drew my attention to the decision of Whitford J in Electrolux 
Ltd V Hudson and others [1977] FSR 312. Mr Fysh went on to refer me to the decision of Falconer J in Harris' Patent 
[1985] RFC 19 where it was held that: 

"(1) Rights as between an employer and employee in an employee's invention made after the appointed day are 
governed only by the provisions of section 39. 

(2) The circumstances in which the invention in suit was made, rather than those in which any invention whatsoever 
might have been made, were the "circumstances" referred to in paragraph (a) of section 39(1). 

(3) An employee's normal duties were the actual duties which he was employed to do. His duty of fidelity to his 
employer was to carry out faithfully his normal duties to the best of his ability and did not assist in formulating what 
those duties were." 

I do not consider that I need deal with these cases further, nor indeed with the case of Patchett v Sterling Engineering 
Co Ltd (1955) 72 RPC 50 referred to by Mr Hamer, since there was no argument between Counsel as to the law to be 



applied in the present case and the circumstances of the precedent cases are unhelpful. In the Hudson case in particular, 
Mr Hudson was employed as a storekeeper carrying out what Mr Hamer described as effectively a purely mechanical 
function and although Mr Fysh might be right in his submission that Dr Montgomery was a junior person in the hospital 
hierarchy despite his title of Registrar, it is quite clear that Dr Montgomery is nevertheless a very distinguished and 
highly sldlled man whose duties are far from being merely mechanical functions. 

Returning to the circumstances of the present case Mr Fysh considered the role of a hospital and it was his contention 
that, although it may provide increasingly sophisticated diagnostic, testing and research facilities and possibly share 
these facilities with another institution, the essential purpose of the hospital is to treat illness and not to develop or 
design medical equipment. To the extent that a hospital may have a medical engineering department, Mr Fysh added, 
such units are supportive of the main function of the hospital and, in the present case, are attached to the University of 
Glasgow. 

Against this background Mr Fysh moved on to consider Dr Montgomery's contract of employment (Exhibit K of Dr 
Montgomery's third declaration). This comprises a letter from the GGHB offering Dr Montgomery the appointment as 
Registrar in the Department of Ophthalmology at Western Infirmary which inter alia refers to working hours, leave and 
salary and, at paragraph 4(a) states that "Yoxu" duties are defined in the job description already issued". The job 
description which, as Mr Fysh stated, is a key document, sets out in paragraph 1 the relationship between the Western 
Infirmary and other hospitals and the Tennent Institute and explains that there is to be a review of eye services in 
Glasgow, it explains the work of the Department in paragraph 2 including the medical staffing, and in paragraph 3 it 
refers to "The Post" and sets out the names of the consultants. Under the main heading of "The Post" there are a number 
of sub-headings the first of which is entitled "Duties of the Post", in which three main areas of clinical responsibility in 
the out-patients, casxialty and in-patient departments are specified and the hours of duty and leave are set out. 

The next sub-heading is "Teaching", which explains that the appointee will be expected to participate in 
undergraduate and postgraduate teaching, followed by the sub-heading "Research" which states that "The Department is 
active in both basic and clinical research and the appointee will be expected to avail himself of the facilities provided". 
There are a number of other sub-headings set out dealing with administrative involvement, location of duties, study and 
training and so on. 

In Mr Fysh's view the normal duties of the post are those identified under the sub-heading "Duties of the Post" which 
are medical duties and that the other activities are open to him to become involved in or avail himself of the facilities if 
he wishes but the research department is not his normal place of employment and, in particular, it is not his normal duty 
to work as a basic or clinical researcher. It is not surprising according to Mr Fysh that the job description is silent as to 
how Dr Montgomery might go about patenting any inventions he might make because it is not a job in which one would 
expect on a reasonable basis any invention to result. 

Mr Fysh drew support for this argument from the evidence of Professor Foulds who states that he was partly 
responsible for drawing up Dr Montgomery's job description and who goes on to say in paragraph 4 of his declaration: 

"In 1988 Dr Montgomery was a comparatively junior registrar in training and his duties were essentially clinical 
duties involving the care and treatment of patients. Inventing things was not part of his duties as a registrar and he 
would not have been in any way failing in his duties had he not sought to invent anything. I would not have expected 
any invention to have resulted from his normal duties". 

This is consistent in Mr Fysh's submission with Dr Montgomery's understanding of the position. In summary Dr 
Montgomery states that he believed that his responsibilities as a clinical registrar were restricted to the clinical care and 
treatment of patients as described in his job description under the headings "Duties of the Post" and "Lx)cation of 
Duties". He says that he had no obligation to be involved in teaching or research, that he never considered these to be 
part of the duties for which he was paid his salary and that these opportunities were made "for the furthering of the 
career of clinical staff'. He concedes, however, that he does take part in teaching activities but argues that he is paid for 
these activities separately from the Institute's discretionary fund and that this confirms his belief that teaching does not 
form part of his normal duties and by analogy, neither does research. 

Dr Montgomery goes on to admit that as an aspect of his employment he was given the opportunity to avail himself of 
the Institute's research facilities but suggests that these facilities were provided more by the University than the GGHB. 



He adds that although he made use of these research facilities, he did not do so in connection with the invention which 
is the subject of the application in suit. He states that his invention actually arose when, in the first half of 1988, he was 
preoccupied with study and revision before taking final examinations for qualification of the Royal College of 
Surgeons. While studying a text book shown as exhibit B he hit on the invention in dispute. 

On behalf of the GGHB Mr Hamer did not dispute that the primary duty of the Registrar is to be a clinician and not to 
research but that, nonetheless, it is a significant part of the equation that is attractive to the employer that the potential 
employee has a desire and the ability to undertake research. In his view Dr Montgomery must have taken a similar view 
to have referred to his research interests m the curriculum vitae and the evidence of both Dr Montgomery and Professor 
Foulds supports the contention that an interest in research is important both in the securing of a position and promotion; 
indeed, m paragraph 5 of his second declaration. Professor Foulds says that the absence of an interest in taking part in 
teaching or research would seriously jeopardise the chances of a person being appointed and this was taken by Mr 
Hamer as a strong indication that research is a part of the job, otherwise the employer would discourage the clinician 
from using the research facilities. 

It is also important, in Mr Hamer's submission, to note that Dr Montgomery's clinical work took place in a teaching 
hospital with particular research facilities available for the registrars concerned and of which they were expected to 
avail themselves. It is clear from Dr Montgomery's curriculum vitae that a number of the operations he conducted were 
only carried out after some visual assessment and that the invention is entirely concerned with what he was doing and 
the instruments he was using on a daily basis. Although Dr Montgomery disputes the evidence of Dr Skiimer and Mr 
Fleming that their understanding was that he had made the invention in the course of his clinical work at the hospital, he 
nevertheless recognises in paragraph 5 of his first affidavit that it may have been stimulated by his work which, Mr 
Hamer argued, is a strong indication of itself that the invention belongs to the employer. 

Mr Hamer went on to say that the point of the research facility is to seek improvement in the treatment and diagnostic 
care of patients and is indicative of the nature of the employee that is required. He drew my attention to paragraph 10 of 
Dr Rowan's evidence where he says that research was directed at patient care and is not merely an academic exercise 
and, on Mr Hamer's xmderstanding of paragraph 6 of Professor Foulds second declaration, this is not disputed. 

Turning to the general role of the doctor, Mr Hamer argued that, in assessing and treating the patient, there are many 
decisions to be made depending upon a range of circumstances and if he encounters a problem and recognises a way in 
which it can be overcome then, in the absence of other constraints, he owes it to the patient to provide the best possible 
service. Thus if somebody employed by the Health Board perceives a better way of doing what he is employed to do, 
then the Board is entitled to that invention and to use it for the patients. In essence, Mr Hamer argued, the position is no 
different from that of an employee who is employed to repair things who conceives an iinproved way of making the 
repair or of an employee who is employed to design products and perceives an improved design where, prima facie, the 
inventions would be owned by the employer. 

Referring to the contract of employment and the job description, Mr Hamer contended that Dr Montgomery was not 
employed to operate on a mechanistic basis but as someone who was forward looking and inventive and is supposed to 
be an imaginative skilled addressee who is expected to spend time undertaking teaching and research connected with his 
main duties. He is in post as a clinician but in so far as he encounters difficulties or comes across improvements and 
can do something about improving his treatment, then he would be expected to do it. In Mr Hamer's submission all of 
the activities listed as sub-headings under the general heading of "The Post" in paragraph 3 of the job description are all 
duties of one sort or another and in particular he drew my attention to the sub-heading entitled "Location of Duties" 
which states in the second paragraph "In addition to the above duties the appointee will be liable for duty in occasional 
emergency and other imforeseen circumstances . . .". In Mr Hamer's interpretation, the job description of this post is 
still dealing with the duties expected of the Registrar and since the sub-headings concerned with teaching and research 
opportunities precede this reference, then it follows that they must be regarded as normal duties. 

In their submissions imder section 39(1 )(a) both Mr Fysh and Mr Hamer adopted two approaches; first they 
considered what Dr Montgomery's duties were in practice and second, what his duties were having regard to his 
contract of employment. Both sides agreed that the matter in dispute is concerned only with Dr Montgomery's normal 
duties and not with any specifically assigned duties, and that his normal duties included the three areas set out under the 
heading "Duties of the Post'* in his job description, namely clinical responsibilities in the Out-Patient Department and in 
Casualty and duties relating to the opthalmic and general care of patients including ophthalmic surgery. 



I will consider first what Mr Fysh referred to as the reality of the situation, that is, what Dr Montgomery did in 
practice. There is no doubt that Dr Montgomery had a demanding schedule in discharging his clinical and surgical 
responsibilities and, in addition, in undertaking a certain amount of teaching. I accept Mr Fysh's argument that this 
would not leave Dr Montgomery with a great deal of free time to devote to research and that research and the making of 
inventions would not have been at the forefront of Dr Montgomer/s mind during his daily routine. 

Nevertheless, in carrying out what are agreed were his primary duties, I think that Mr Hamer was correct in his 
submission that, like any doctor, Dr Montgomery would have encoimtered a range of problems in dealing with his 
patients which he would have to try to overcome and, no doubt, he would overcome the majority of these problems by 
using his own considerable professional expertise, possibly with the aid of other support services in the hospital. I put it 
to Mr Hamer, and Mr Fysh did not dissent, that, if Dr Montgomery had difficulty with a particular piece of apparatus 
that was not performing satisfactorily then, in the normal course of events, the matter would be referred back to the 
manufacturer and the ownership of any invention which resulted from its modification, prima facie, would be with the 
manufacturer. 

In the circumstances of the present case I am satisfied that the duties described under the heading "Duties of the Post" 
in his job description required Dr Montgomery to attend clinics such as visual assessment clinics where he would assess 
the ophthalmological status of patients using various types of optical equipment and his experience of the drawbacks of 
such equipment is referred to in his evidence. Thus it would appear that Dr Montgomery's normal duties included 
situations where he would be well aware of the problem that his invention is designed to overcome in that his duties 
would require him to make the ophthahnic examinations which are facilitated by his invention. Further it was conceded 
by Mr Fysh that the invention of the application in suit relates to a product which can be used in the ophthalmic 
departments of hospitals, particularly teaching hospitals like Tennent Institute, and that it is a product within the field of 
Dr Montgomery's specialist professional knowledge and expertise and was devised as a resuh of his specialist 
experience. In his evidence Dr Montgomery states that it was never suggested to him that he had any obhgations to be 
involved in either teaching or research and that he never considered such activities to be part of the duties for which he 
was paid his salary. Nevertheless Dr Montgomery concedes that he did take part in teaching activities, although he 
argues that he was paid for those activities separately from the Institute's discretionary fund, and that this confirms his 
belief that teaching did not form part of his normal duties. In my view the evidence does not suggest that, in practice, 
Dr Montgomery considered it to be anything other than normal that he would undertake teaching duties and that, in a 
teaching hospital, that is to be expected. 

With regard to the matter of research, the essence of Dr Montgomery's argument is that it is the Department of 
Ophthalmology of Glasgow University which provides opportunities and faciUties for research rather than the GGHB 
and that, since the Institute recognises the value of teaching and research experience for the furthering of the career of 
clinical staff, it makes these opportunities available in order to attract applicants of high calibre. While I accept that 
persons such as Dr Montgomery will consider and attach importance to the facilities available when applying for a post 
at the Institute, it seems to me that Mr Hamer must be right in his submission that, in so far as the GGHB is concerned, 
the main reason for making the research facility available must be for the benefit of patients. While Dr Montgomery 
argues that research was not a part of his normal duties, and I recognise that it may not have been formally built into his 
timetable in the same way as his teaching activities, possibly because of his workload or possibly because of the nature 
of research, he admits that he did make use of the research facilities, although not in connection with the invention 
which is the subject of the patent in suit, and he does not deny that his access to the facilities was solely by virtue of his 
employment by the GGHB. 

If I am right in concluding that the research facilities are provided primarily for the benefit of patients, then it seems to 
me to follow that Eh* Montgomery would turn to the facility when the need arose either in respect of a particular patient 
or if he wished to investigate how more general treatments might be modified or improved. Thus, whilst research might 
not have been a regular feature of Dr Montgomery's work, it seems to me at the very least to be a facility to which 
someone in Dr Montgomery's position with responsibilities to patients would need to turn in the normal course of his 
work. 

In so far as the reality of the situation is concerned, as Mr Fysh put it, Dr Montgomery became increasingly aware of 
the shortcomings of the optical device in question through his dealings with patients. He may not have felt xmder any 
obligation to make an invention to solve the problem and, in the case of a more complicated piece of apparatus, he may 



well have had to refer the problem elsewhere, but clearly he felt that it was within his expertise to tackle this particular 
problem. Having got this far it seems to me that Dr Montgomery might well have turned to the research facilities 
available to test his theories but he did not do so and he hit upon the solution and built a prototype at home. 

Reference was made on a number of occasions during the Hearing to the fact that Dr Montgomery made the invention 
at home without using the Institute facilities. For his part Mr Fysh did not argue that this should be determinative but 
he did submit that it is a very strong piece of evidence which I should take into account. I have no difficulty with the 
general proposition which Mr Fysh put to me but, in the circimistances of this case, I do not consider that the making of 
the invention was unconnected with Dr Montgomery's primary duties as a clinician and I have to accept Mr Hamer's 
argument that the precise location where the invention was made is largely irrelevant. I have difficulty in coming to any 
conclusion other than that, in making the invention, Dr Montgomery was carrying out his normal duties which satisfies 
the first test set out in section 39(1 )(a). 

In deference to Mr Fysh's request that I should consider what Dr Montgomery actually did as opposed to what he was 
supposed to do under the terms of his contract, I have deferred my consideration of the job description imtil this point in 
my decision, but I have to say that I do not consider that there is a great deal of conflict between the two. 

Under the heading of "The Post" in paragraph 3 of the job description, the sub-heading "Duties of the Post", about 
which there is no dispute, sets out the clinical and surgical responsibilities. The other sub-headings are given equal 
status under the broad heading of "The Post"; the sub-headings concerned with teaching and research opportunities 
explain that he will be expected to teach and to avail himself of the research facilities available respectively and the 
further sub-heading I note in particular is concerned with location of duties and sets out where the post holder will be 
expected to work and when he will be expected to be on duty. 

I do not believe that there could be much room for doubt in the mind of someone applying for the post in question and 
having read the job description that all the items identified under the various sub-headings formed part of the job and 
would be part of the normal duties. Indeed Dr Montgomery has not challenged the expectation that he would be 
required to teach, nor the requirements set out under the sub-heading location of duties and I can see no justification for 
singling out the expectation that he would avail himself of the research facilities as an exception to his normal duties. 

I therefore find that Dr Montgomery made the invention in the course of his normal duties and I must now consider 
whether the second test in section 39(1 )(a) is satisfied, that is whether the circumstances were such that an invention 
might reasonably have been expected to result. 

If I can smnmarise Mr Fysh's arguments in this respect they were that, in general terms, the role of the hospital is the 
treatment of illness and not to design or develop equipment and, to the extent that a medical engineering department 
may exist in a hospital, then it is merely supportive of the greater work of the hospital; he did not go so far as to suggest, 
however, that in the research department of a teaching hospital an invention would not be likely to result. Mr Fysh went 
on to say that Dr Montgomery was employed not as a researcher but as a clinician and, as such, his duty is not to devise 
new instruments but to treat patients by the best methods available. Thus, if I understood him correctly, the proposition 
that Mr Fysh was putting to me was that since Dr Montgomery was not employed to invent, no invention could be 
expected to result fi^om his work and so he could not be caught by what Mr Fysh termed the "employed to invent" 
provision of section 39(1 )(a). 

In reply Mr Hamer argued that this is too high a requirement and that, taken literally, an employee must be somebody 
who is employed as an inventor before section 39(1 )(a) can bite. Mr Fysh did not take the matter further and I accept 
Mr Hamer's argument. Mr Hamer explained that it was not the GGHB's case that Dr Montgomery was a researcher but 
that he is a clinician who is expected in the normal course of his duties to try and improve upon the treatments he gives 
to patients and that, if that means changing an instrument for the better, then so be it. 

I have ah-eady found that research was a part, albeit perhaps not a large part, of Dr Montgomer/s duties. The use of 
research facilities implies analysis, experimentation and investigation which may be expected to lead to original ideas 
and to invention and, in any case, Mr Fysh did not seek to deny that an invention might reasonably be expected to result 
from research in a teaching hospital. Indeed there is evidence that inventions were made and that three patent 
applications were applied for in the name of the Board. I am therefore satisfied that the second test in section 39(1 )(a) is 
satisfied. 



In conclusion, therefore I find that the invention of the application in suit was made in the course of Dr Montgomery's 
normal duties in circumstances such that an invention might reasonably have been expected to result from the carrying 
out of those duties and, having so found, I do not need to consider the arguments put to me in connection with section 
39(1 )(b). Dr Montgomery fails in this reference and I decline to grant the relief which he seeks. 

Both parties have asked for costs and, since I have found in favour of GGHB, I direct that the referrer, Dr 
Montgomery, should pay to the Greater Glasgow Health Board the sum of LI 000 (one thousand pounds) by way of 
contribution to its costs. 

On appeal the parties were represented as before. 

COUNSEL: 

Michael Fysh, QC appeared on behalf of the appHcant; George Hamer appeared on behalf of the respondent. 
PANEL: JACOB J 
JUDGMENTBY-1: JACOB J 
JUDGMENT-1: 

JACOB J: I have before me an appeal from a decision of the Superintending Examiner dated 22 September 1994. The 
appeal is by a Dr Montgomery who is in dispute with his employers over the ownership of a patent for a device for 
examining the retina. His employers are the Greater Glasgow Health Board. 

The dispute began before the patent application with which I am concerned was made. It is quite plain that both sides 
were in some considerable confiision as to what the legal position was. This is often the case in the world of academe 
or in the medical world or, as here, a mixture of both. 

Agreements between universities and their employees, between hospitals and their employees, are often vague on the 
point. It is often xmfortunate because it means that parties are unable either to make proper arrangements for the patent 
of an idea in the first place or arrangements at an early stage at least for the exploitation of the inventions. 

Here the parties behaved in an extremely civilised manner as regards what to do about Dr Montgomery's idea. It was 
agreed that his employer would make the patent application and the dispute would then be resolved by the proceedings 
which have ended up in front of me. In that way the patent itself and any value in it has been reserved for whoever is 
entitied to it. 

At one point Mr Fysh for Dr Montgomery raised a question of onus of proof The application is made under section 
12(1) of the Patents Act 1977 which appears to cast the onus on to anyone challenging the entitlement of an appUcant. 
In the end nothing turned on the question of onus of proof because the facts are substantially not in dispute. 

It would be unfortunate if anything had turned on the question of onus of proof because the question of who the 
applicant was was part of the civilised resolution of the problem between the two parties, which I have ahready 
mentioned. In other cases it may make sense that in relation to any similar dispute the parties agree that nothing will 
turn on the onus of proof and thereby allowing one of them to make the application and the question of entitlement to be 
determined later. 

Turning back to this case, at the time of the mvention Dr Montgomery was a junior registrar of three years* standing. 
He was spending nearly all his time treating patients, working a very long week. He was doing some examinations. 
Within the department in which he was working he was a very junior member. He expresses it thus himself, "The 
greatest responsibility which a registrar might expect in the institute would be to be involved with the junior staff duty 
rota and organisation of the Christmas party". What he was doing was, in his own words, working most of his life 
"treating, caring for and correcting the eyes of the people of Glasgow". 



The dispute arises under section 39(1) of the Act. Section 39 reads: 

"39(1). Notwithstanding anything in any rule of law an invention made by an employee shall, as between him and his 
employer, be taken to belong to his employer for the purposes of this Act and all other purposes if 

(a) it was made in the course of the normal duties of the employee or in the course of duties falling outside his normal 
duties, but specifically assigned to him, and the circumstances in either case were such that an invention might 
reasonably be expected to result from the carrying out of his duties; or 

(b) the invention was made in the course of the duties of the employee and, at the time of making the invention, 
because of the nature of his duties he had a special obligation to further the interests of his employer's xmdertaking. 

(2) Any other invention made by an employee shall, as between him and his employer, be taken for those purposes to 
belong to the employee. 

(3) Where by virtue of this section an invention belongs, as between him and his employer, to an employee, nothing 
done 

(a) by or on behalf of the employee or any person claiming under him for the purposes of pursuing an application for a 
patent, or 

(b) by any person for the purpose of performing or working the invention, shall be taken to infringe any copyright or 
design right to which, as between him and his employer, his employer is entitled in any model or document relating to 
the invention." 

The section begins with the words, "Notwithstanding anything in any rule of law". I had some difficulty in 
understanding those words at first imtil I saw, as Falconer J pointed out in Harris* Patent [1985] RPC 19, that section 
42(2) prevents any agreement derogating from the rights given to employees by the Act. 

The section - and only subsection (l)(a) matters — raises the first question, "What are the normal duties of the 
employee?" (I am not concerned in this case with any duties falling outside his normal duties). So, what were the 
normal duties of Dr Montgomery? They appear from his contract. The actual contract of 1 1 November 1985 says: 

"Your duties are as defined in the job description already issued." 

Going to that document, one finds the duties of the post, and under that heading the description says: 

"The appointee will have clinical responsibilities in the Out-Patient Department and in Casualty and will also have 
duties relating to the ophthalmic and general care of in-patients including ophthalmic surgery. 

The hours of duty of this post are the standard working week of ten units of medical time (40 hours) and, in addition, 
the appointee will be available for eleven Class A UMTs (standing by or working at hospital) and nil Class B UMTs 
(available on call) on average each week, calculated as follows . . .". 

"UMP* is National Health Service jargon for Unit of Medical Time. Mr Fysh told me that in practice Dr Montgomery 
was working just over 80 hours a week. What he was doing was treating patients, and that is what the duties of the post 
as set out in the job description are. 

The job description also describes a number of other things which are not described as "duties". In relation to 
teaching it says: 

"The appointee will be expected to participate in undergraduate and postgraduate teaching of Ophthalmology." 
It then says of research opportunities: 



"The Department is active in both basic and clinical research and the appointee will be expected to avail himself of the 
facilities provided." 

The location of the duties were in the Western Infirmary and one session in Glasgow Eye Infirmary, 

I think it is instructive not only to look at the formal document but to see what Dr Montgomery's head of department 
said about his duties. His head of department was Professor Foulds, and he says: 

"As Head of Department I was partly responsible for drawing up Dr Montgomery's job description referred to in the 
statement, and I have known of Dr Montgomery and his responsibilities since he joined the Institute in 1985. 

In 1988 Dr Montgomery was a comparatively junior registrar in training and his duties were essentially clinical duties 
involving the care and treatment of patients. Inventing things was not part of his duties as a registrar and he would not 
have been in any way failing in his duties had he not sought to invent anything. I would not have expected any 
invention to have resulted from his normal duties. 

I know the job description included an expectation that the registrar would become involved in research and teaching. 
However, this was not something that he was contracted to do and was a somewhat informal invitation for him to 
become involved with the University side of the Institute, thereby making his career more interesting, opening up more 
opportunities for the future, and hopefully contributing to the University's research and teaching program." 

That evidence was not cross-examined. One gets a very clear picture of what the doctor was doing. He was doing 
some teaching, and any professional man in his position would be taking an interest in research so far as it was possible 
consistent with his primary and essential function of treating patients. 

Dr Montgomery made the invention in his own time, actually when he was preparing for some further examinations. 
He was not treating a patient. He was considering the problem of eye examination generally. 

I have come to the very, very clear conclusion that when he made that invention he was not acting in the course of his 
normal duties as a registrar. I think the case is a plain one. I should, however, in fairness deal with the way the matter is 
put on behalf of the Board. 

It is said that it was the doctor's duty to treat his patients and to think about treating his patients both by way of 
diagnosis and actual treatment. If he found a way of diagnosing better then provided it was consistent with his getting 
on with treating patients it was his duty immediately to use that. So it was, in effect, part of his duty to think of a better 
way of diagnosing patients. 

The way Mr Hamer put it was to fasten on what was said in Harris' Patent [1985] RPC 19 and say that applied here. 
At page 35 Falconer J quoted a proposition which had been advanced. The proposition was, "If an employee makes an 
invention by applying his mind to problems experienced by his employer and if part of his duty is to apply his mind to 
those problems then that set of circxmistances is within section 39(1 )(a)". At page 37 Falconer J indicated that he 
thought the proposition was right. So, said Mr Hamer, "Here Dr Montgomery made an invention by applying his mind 
to problems of patients". Mr Hamer equated those problems with problems experienced by the Board. Mr Hamer said, 
"Part of his duty is to apply his mind to those problems ergo it was part of Dr Montgomery's duty to devise if he could 
new devices for diagnosis". Mr Hamer added the qualification "Provided he could still go on treating the patients and 
have enough time for that". 

I think that argument breaks down as soon as you look at the conclusion. It leads to the conclusion that it is the duty 
of this doctor, and probably every other registrar in the country, to devise if he can new ways of diagnosing and treating 
patients, because his duty is to treat patients. 

I therefore think that the Superintending Examiner, whose reasoning essentially adopted Mr Hamer's argument, was 
wrong in law. 

I also think that he was wrong on the second limb of section 39(1 )(a). This refers to the circumstances being such that 
an invention might reasonably be expected to result from the carrying out of the employee's duties. Falconer Jpointed 
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out that the circumstances referred to were not the general circumstances of employment but the particular 
circumstances surrounding the making of the invention. He said that at page 29. The particular circumstances in which 
this invention was made were nothing to do with Dr Montgomery carrying out his duties. He was at home. He was 
doing his exams. 

I would only add that were the position otherwise I foresee considerable complications and difficulties. Doctors 
frequently devise new and better treatments. Some of those will involve patentable inventions. Most doctors are 
employed. If, just because they are employed and because the invention could be used for the purpose of their 
employment, the invention belongs to the employer then many doctors would be placed in a very difficult position — 
"Can they publish what they have devised?", "Do they have to get their employer*s permission to publish?" At present 
they do not. I do not see why they should in the future. 

I would add also that my decision is consistent with the attitude taken by the Court of Appeal in relation to copyright 
in Stephenson Jordan & Harrison v MacDonald & Evans (1952) 69 RFC 10. In those days the issue as to who owned 
the copyright depended upon whether the work was made in the course of a person's employment (see section 5(1 )(b) of 
the Copyright Act 191 1). "Course of employment" is much the same as the "normal duties" plus "specifically assigned" 
duties of section 39(1). The Master of the Rolls, Lord Evershed, said at page 18: 

"What then is the position in regard to the giving of lectures? My approach to this particular problem is this: prima 
facie I should have thought that a man, engaged on terms which include that he is called upon to compose and deliver 
public lectures or lectures to some specified class of persons, would in the absence of clear terms in the contract of 
employment to the contrary be entitled to the copyright in those lectures. That seems to me to be both just and 
commonsense." 

I say just the same here in relation to an invention. 

Denning U, as he then was, said at page 22 that: 

"It must be remembered, however, that a man who is employed under a contract of service may sometimes perform 
services outside the contract. A good illustration is Byrne v Statist [1914] 1 KB 622, where a man on the regular staff 
of a newspaper made a translation for the newspaper in his spare time. It was held that the translation was not made 
under a contract of service but under a contract for services. Other instances occur when a doctor on the staff of a 
hospital, or a master on the staff of a school, is employed under a contract of service to give lectures or lessons orally to 
students. If he, for his own convenience, puts the lectures into writing, then his written work is not done under the 
contract of service. It is most usefiil as an accessory to his contracted work but it is not really part of it. The copyright 
is in him and not in his employers." 

Likewise, Dr Montgomery's invention may be "a usefiil accessory to his contracted work" but it is not "really part" of 

it. 

I allow the appeal. 
DISPOSITION: 

Appeal allowed. 
SOLICITORS: 

Maycock's; Bird & Bird. 
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^ 17 February 1998 



SlrLto?''ci?ilcal & scientific Support Services 

Bradford Royal Infirmary 

Bradford Hospitala NHS Trust 

Duckworth Lane 

Bradford 

BD9 6RJ 



Dear Dr Ougdale 

pf^-t^ f^nt f or ObturatQi: 

Thank you for your letter of 13 February 1998 from vrtiich I note 
your instructions. 

I can now be more specific about the costs. The international 
LSTcatTJ^n pro^^ be filed will involve a cost of very close 

?a^£22lo^^^^^ on the cost of the formal drawings, which 1 

;?11 be i>le to be precise about in the next week or so P^^s ^650 
S all ~3slble coimtrles are designated In the application. I 
attach a^py of the designation form and Ifeslcally «^<d^/««« 
yorp^^^ on the form costs £65, the cost of one of which is 
included in the £2250 mentioned above. There is a maximum cost of 
1? designations on the forms so that if all boxes are ^^J^^^^ 
the maximum extra charge is £650. On the other J^^f/ ^ ^^^^i^ ^ 
boxes are crossed, for example just Europe and the ^^^^^^^^^^ 
then this will save £595 in designation fees (le cost £2315 in 
total). However, you must appreciate that no designations can be 
made once the application has been filed. Accordingly, one needs 
to be rather speculative about the designations, making too many 
rather than too few. 

Please let me have your instructions for the designations and give 
me a call if you need any further guidance. 

As for the forms that reqtiire signing, please find attached 
herewith two Powers of Attorney for use In connection with the PCr 
application. The first one requires signature on behalf of 
Bradford Hospitals NHS Trust and the second by Mrs Sabanathan. It 

BumMwD BiBdfonl D«b Uvetpod W« MaacMit a»d5dd Hw«Ki«« lfc#Yodt 

UK office anbctDiBkbea: COh&omVK C3452fi272S OdbtoaOmm i44U4Z72 02Cd 
A Ust of pvtMS^ MOMS b «7«}ifeae fir tepectkn A 0IC 
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Date 17 February 1998 



requires signature by Mrs Sabanathan on the basis that she is an 
applicant for the invention for the United States, where It is a 
legal requirement that the applicant be the Inventor or his heir If 
he iB deceased. These are the only documents that need to be 
signed by someone other than myself In connection with the PCT 
application, if you can ask Mrs Sabanathan to sign the Power of 
Attorney form for return to me In due course^ I would be very 
grateful, i need neither of these forms Immediately, although If 
I have them when I file the application that would be helpful. 
Please not, each form needs signing twice. 

I look forward to hearing from you. 

With best regards. 

Yours sincerely 



PS I did look into sending forms for the US application, but I have 
none which are appropriate to the present circumstances. i will 
^K^i\^° associates asking for a correct form and will send 




Hark G P Lunt 

EuroDean Patent: A-H-pr^^D^y 
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that to you shortly. 



Your 



Fountain Precinct 
Balm Green 
SfaefiBeid SI IRZ 
Direct Td 0114 283 3506 
Direct 1?ax 0114 273 0312 
DX70aS80 Sheffield 10 
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email: sany.wfaitde@dIa4aw.co.iik 



4 October 1999 



DrREDugdalc 

Director Clinical & Scientific Siq>port Services 
Bradford Hospitals NHS Trust 
Duckworth Lane 
Bradford BD9 6RJ 

DearDrDugdale 

nSTERNAlIONAL PATENT APPUCATION NO PCT/GB98/00652 
OCXXUSION DEVICE 

APPLICANT - BRADFORD HOSPITALS NHS TRUST ET AL 

May I remind you ihat if you wish to proceed with the above application, then the National Phases of 
inost countries tibat are of interest to you will need to be entered by 30 Octob^ 1999 at the latest I 
enclose a copy of the countries that were designated to he^ you make your choice. 

In view of the substantial amount of documentation that will probably need to be prepared, it would be 
^Tpredated if you could let us have your further instructions on the countries in which the various 
National Phases are to be pursued in good time before the due date. 

kind regards 

Yours sincerely 



SALLY WHTITLE 

Formalities Manager 



£nc 



Bxsdford 




UK office contoctmnrfxis: CalhfiomUK 0345 262728 Ctlb fitKnOvoseai 114 272 0202 
A fistafpartnas* nimes ig svsSiUe fcrinspectzanst Ok ibove address 



Enqiaries 00 IMS matter shnAI be made to: 

T«t 364132 Our ret RED/SMT 

Fax: Your ref: 

Bradtcrd 

KOSriTAlS 

. tr H s 

f t tt s » 



Z October 1999 

MrMaikGFLunt 
European Patent Attorney 
Dib Lupton Alsop 
Fountain Precinct 
SHEFFIELD 
SI IRZ 

Dear Mark 

Lung Obdurator Patent AppKcation 

Just a line to confirm the decision discussed in our recent telephone conversation that 
Bradford Hospitals NHS Trust will not be proceeding any further with the patent 
application for the Lung Obdurator. 

Yours sincerely 




&adftxd Hosp3als ^ft1S Tni 
8i3dfoid Royal Inftmaiy 
Duckworth Lsns 
Bradfoid809«U 
WestYofkshfaB 
01274542200 



DRBOB DUGDALE 

Director of Operations, Clinical & Scientific 
Support Services 
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INVESTOR IN PEOPl 



Fountain Precinct 
Bahn Green 

SbefiBdd SI IRZ 
Direct Td 0114 2S3 349Z 
Direct Fax 0114 273 0312 

Y^"^^ DX 708580 Shcffidd 10 

Our rcf MGFL AVKJ70357WO & GB iiBiiLluirt@dla.lawr.co.uk 



14 October 1999 

DrREDugdale 

Director Clinical & Scientifique Siqiport Services 

Bradford Hospitals NHS Trust 

Duckworth Lane 

Bradford 

BD9 6RJ 



Dear Bob 

INTERNATIONAL PATEINT APPLICATION NO PCT/GB98/00652 
UK PATENT APPLICATION NO 9708681 J 
OCCLUSION DEVICE 



Thank you for your . telephone instructions of 7 October 1999 to drop ibc above identified 
bitemational and British pat^t applications. We will not take any action positively to abandon tfaem, 
in the unlikely event that &e feinily of Dr Sabanathan wants to take over the applications. However 
we will not respond to any further communications nor take any action to keep the applications alive. 
As a result, tiie applications will in due course e^qnre without issuing to grant It only remains 
therefore to enclose a final note of fees which I attach herewith. 

With kind regards and, of course, disappointment diat this invention has not matured into a 
commercially viable product 

Yours sincerely 



MARKGFLUNT 
European Patent Attorney 

Enc 



Regulated by the Law Society of England and Wales; authorised 1)y the Sodety to conduct invcstmcBt business. 

Birmmgham Bradford Leeds Liverpool London Manchester Sheffield 

Brussels Hong Kong 

UK office contact nuinbera: CaHsfitHnUK 0345262728 Calls from Overseas -^441142720202 _ 
A Kst of partttos' naixKs is availal^ for inspection at the above address 
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Fountam Ftednct 
Balm Grcca 

ShefBeld SI ISZ 
Direct Tel 0114 283 3492 
Direct Fax 0114 273 0312 

DX 708S80 Sheffield 10 



Professor J Richardson 
Consultant Anaesthetist 
Bradford Royal Infirmary 
Duckworth Lane 
Bradford BD9 6RJ 



8 May 1997 



Dear Professor Richardson 

New Patent Application - Lung Obturator 
Applicant - Bradford Hospitals NHS Trust 

Further to our telephone conversation last week and your letter of 
2 May 1997, I am writing to record my sorrow at the sudden death of 
Mr Sabanathan, I was of course very sorry to hear this news and 
please accept my condolences and pass my sympathies to his family 
and colleagues. I only met Mr Sabanathan on the one occasion, and 
it is difficult to gain an impression of someone in such a short 
time. However, he came across as someone who cared sincerely for 
his patients and who was thoroughly proud of his invention which he 
expected to improve the condition of those many sufferers of 
emphysema. 

On the matter of identifying Mr Sabanathan as the sole inventor, I 
must, as you will appreciate, take the instructions of my client, 
Bradford Hospitals NHS Trust, being the applicant for the patent. 
However, I am taking your letter as the Trust's instruction to 
identify Mr Sabanathan as the sole inventor, and, accordingly, as 
soon as I receive the application number accorded to the 
application in the next day or so, I will file the requisite form 
to identify Mr Sabanathan as the sole inventor. 

However, I do not have his full name or home address, and I would ^ 
be grateful if you could supply me with these details at your 
earliest convenience. 

With best regards and, again, my sincere condolences. 
Yours sincerely 



Mark G F Lunt 

European Patent Attorney 

cc Dr M Smith, Medical Director 

Mr D Jackson, Chief Executive Bradford Hospitals NHS Trust 

Regulated by the Lanv Society in tbe ooodnct of investmeot business 
Binningbam Bradford Leeds Uveqiool Loodoa MandiesteT Sheffield Hong Kbng New Yodc 

UK office contact nombas: Calls &om UK 0345 262728 CaQs fiom Ovoseas 444 114 272 0202 
A of pastne^ names is available &s inspection at the above address 
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18 May 1997 



Bradford Royal Infirmary 
Duckworth Lane 
Bradford 
BD96FU 



Mr Mark G F Lunt 
European Patent Attorney 



Oibb Lupton Alsop 
Fountain Precinct 
Balm Green 



Tel: (01274) 542200 



Sheffield SI IRZ 



Dear Mr Lunt 

NEW PATENT APPLICATION - LUNG OBTURATOR 

Thank you for sending to me copies of your letters to Professor Richardson of 8 and 13 May 
which were received in my office on 13 and 14 May respectively. 

You need to understand that Professor Richardson is acting on behalf of the family of the late 
Professor Sabanathan not as the official correspondent of this Trust. As soon as possible 
after the Bank Holiday week, I intend to discuss the patient application with all those 
members of the Trust's staff who have been directly involved with the development of this 
invention and I think it is likely that at that stage I will identify and authorise one member 
of staff to act on my behalf and give instructions on ttie behalf of the Trust. In the 
meantime, as the Trust's Chief Executive, I shall act and issue instructions on behalf of the 
Trust which of course is the employer of the late Professor Sabanathan and all those 
members of staff involved in this invention. 

Yours sincerely 



DAVID JACKSON 
Chief Executive 
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Bradford 

HOSPI TALS 

NHS 

T I U S T 



Bradford RoyaJ Infirmary 
DucKwofth Lane 
Bradford 
BD96RJ 

Tel: (01274) 542200 



Dear Mr Lunt 

NEW PATENT APPLICATION - LUNG OBTURATOR 

Further to my letter of 18 May, I have asked Dr R E Dugdale, Director of Operations 
Scientific & Clinical Support Services within this Trust, to act and issue instructions on my 
behalf in connection with the above. Dr Dugdale will be in touch with you over the next few 
days to establish die current position, what steps now need to be taken and to seek your 
advice generally. 

Yours sincerely 



DAVID JACKSON 
Chief Executive 



This Page is Inserted by IFW Indexing and Scanning 
Operations and is not part of the Official Record 



Defective images within this document are accurate representations of the original 
documents submitted by the applicant. 

Defects in the images include but are not limited to the items checked: 

□ BLACK BORDERS 

□ IMAGE CUT OFF AT TOP, BOTTOM OR SIDES 

□ FADto TEXT OR DRAWING 



□ SKEWED/SLANTED IMAGES 

□ COLOR OR BLACK AND WHITE PHOTOGRAPHS 

□ GRAY SCALE DOCUMENTS 

□ LINES OR MARKS ON ORIGINAL DOCUMENT 

□ REFERENCE(S) OR EXHIBIT(S) SUBMITTED ARE POOR QUALITY 

□ OTHER: 

IMAGES ARE BEST AVAILABLE COPY. 
As rescanning these documents will not correct the image 
problems checked, please do not report these problems to 
the IFW Image Problem Mailbox. 



BEST AVAILABLE IMAGES 




BLURRED OR ILLEGIBLE TEXT OR DRAWING 



